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2103 Patent Examination Process
[R-11.2013]

I. DETERMINE WHAT APPLICANT HAS
INVENTED AND ISSEEKING TO PATENT

It isessential that patent applicants obtain a prompt
yet complete examination of their applications.
Under the principles of compact prosecution, each
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claim should bereviewed for compliancewith every
statutory requirement for patentability in theinitial
review of the application, even if one or more claims
are found to be deficient with respect to some
statutory requirement. Thus, USPTO personnel
should state all reasons and basesfor rejecting claims
in the first Office action. Deficiencies should be
explained clearly, particularly when they serve asa
basisfor arejection. Whenever practicable, USPTO
personnel should indicate how rejections may be
overcome and how problems may be resolved. A
failure to follow this approach can lead to
unnecessary delays in the prosecution of the
application.

Prior to focusing on specific statutory requirements,
USPTO personnel must begin examination by
determining what, precisely, the applicant has
invented and is seeking to patent, and how the claims
relate to and define that invention. USPTO personnel
will review the complete specification, including the
detailed description of the invention, any specific
embodiments that have been disclosed, the claims
and any specific, substantial, and credible utilities
that have been asserted for the invention.

After obtaining an understanding of what applicant
invented, the examiner will conduct a search of the
prior art and determine whether the invention as
claimed complies with all statutory requirements.

A. ldentify and Understand Any Utility for the
I nvention

The claimed invention as a whole must be useful.
The purpose of this requirement is to limit patent
protection to inventions that possess a certain level
of “real world” value, as opposed to subject matter
that represents nothing more than an idea or concept,
or issimply a starting point for future investigation
or research (Brenner v. Manson, 383 U.S. 519,
528-36, 148 USPQ 689, 693-96 (1966); InreFisher,
421 F.3d 1365, 76 USPQ2d 1225 (Fed. Cir. 2005);
Inre Ziegler, 992 F.2d 1197, 1200-03, 26 USPQ2d
1600, 1603-06 (Fed. Cir. 1993)).

USPTO personnel should review the application to
identify any asserted utility. The applicant isin the
best position to explain why aninvention isbelieved
useful. Accordingly, a complete disclosure should
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contain some indication of the practical application
for the claimed invention, i.e., why the applicant
believes the claimed invention is useful. Such a
statement will usually explain the purpose of the
invention or how the invention may be used (e.g., a
compound is believed to be useful in the treatment
of a particular disorder). Regardless of the form of
statement of utility, it must enable one ordinarily
skilled in the art to understand why the applicant
believesthe claimed invention isuseful. See M PEP
§ 2107 for utility examination guidelines. An
applicant may assert more than one utility and
practical application, but only one is necessary.
Alternatively, an applicant may rely on the
contemporaneous art to provide that the claimed
invention has awell-established utility.

B. Review the Detailed Disclosure and Specific
Embodiments of the | nvention To Under stand
What the Applicant Has | nvented

The written description will provide the clearest
explanation of the applicant’'s invention, by
exemplifying theinvention, explaining how it relates
to the prior art and explaining the relative
significance of various features of the invention.
Accordingly, USPTO personnel should continue
their evaluation by

(A) determining the function of the invention, that
is, what the invention does when used as disclosed
(e.g., thefunctionality of a programmed computer);
and

(B) determining the features necessary to accomplish
at least one asserted practical application.

Patent applicants can assist the USPTO by preparing
applicationsthat clearly set forth these aspects of an
invention.

C. Review the Claims

The claims define the property rights provided by a
patent, and thus require careful scrutiny. The goal
of claim analysisisto identify the boundaries of the
protection sought by the applicant and to understand
how the claims relate to and define what the
applicant has indicated is the invention. USPTO
personnel must first determine the scope of aclaim
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by thoroughly analyzing the language of the claim
before determining if the claim complies with each
statutory requirement for patentability. See In re
Hiniker Co., 150 F.3d 1362, 1369, 47 USPQ2d 1523,
1529 (Fed. Cir. 1998) (“[T]he name of the gameis
theclaim.”).

USPTO personnel should begin claim analysis by
identifying and eval uating each claim limitation. For
processes, the claim limitations will define steps or
acts to be performed. For products, the claim
limitations will define discrete physical structures
or materials. Product claims are claims that are
directed to either machines, manufactures or
compositions of matter.

USPTO personnel are to correlate each claim
limitation to al portions of the disclosure that
describe the claim limitation. This is to be done in
all cases, regardless of whether the claimed invention
is defined using means- (or step-) plus- function
language. The correlation step will ensure that
USPTO personnel correctly interpret each claim
limitation.

The subject matter of a properly construed claim is
defined by the terms that limit its scope. It is this
subject matter that must be examined. As a genera
matter, the grammar and intended meaning of terms
used in a claim will dictate whether the language
limits the claim scope. Language that suggests or
makes optional but does not require steps to be
performed or does not limit a claim to a particular
structure does not limit the scope of aclaim or claim
limitation. The following are examples of language
that may raise a question as to the limiting effect of
the language in a claim:

(A) statements of intended use or field of use,
(B) “adapted to” or “adapted for” clauses,
(C) "wherein" clauses, or

(D) “whereby” clauses.

This list of examples is not intended to be
exhaustive. The determination of whether particular
language is a limitation in a claim depends on the
specific facts of the case. See, eg., Griffin v.
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Bertina, 283 F.3d 1029, 1034, 62 USPQ2d 1431
(Fed. Cir. 2002)(finding that a “wherein” clause
limited a process clam where the clause gave
“meaning and purpose to the manipulative steps’).
See also MPEP 8§ 2111.02 and 2111.04.

USPTO personnel are to give claims their broadest
reasonable interpretation in light of the supporting
disclosure. See MPEP § 2111. Disclosure may be
express, implicit, or inherent. USPTO personnel are
to give the claimed means- (or step-) plus- function
limitations their broadest reasonable interpretation
consistent with al corresponding structures or
materials described in the specification and their
equivalents including the manner in which the
claimed functions are performed. See Kemco Sales,
Inc. v. Control Papers Company, Inc., 208 F.3d
1352, 54 USPQ2d 1308 (Fed. Cir. 2000). Further
guidance in interpreting the scope of equivaentsis
provided in MPEP § 2181 through M PEP § 2186.

While it is appropriate to use the specification to
determine what applicant intends aterm to mean, a
positive limitation from the specification cannot be
read into a claim that does not itself impose that
limitation. A broad interpretation of a clam by
USPTO personnel will reduce the possibility that
the claim, when issued, will be interpreted more
broadly than is justified or intended. An applicant
can aways amend a claim during prosecution to
better reflect the intended scope of the claim.

Finally, when evaluating the scope of aclaim, every
limitation in the claim must be considered. USPTO
personnel may not dissect a claimed invention into
discrete elements and then evaluate the elementsin
isolation. Instead, the claim as a whole must be
considered. See, e.g., Diamond v. Diehr, 450 U.S.
175, 188-89, 209 USPQ 1, 9(1981) (“In determining
the eligibility of respondents’ claimed process for
patent protection under § 101, their claims must be
considered as awhole. It isinappropriate to dissect
the claims into old and new elements and then to
ignore the presence of the old elements in the
analysis. Thisis particularly truein a process claim
because anew combination of stepsin aprocess may
be patentable even though all the constituents of the
combination were well known and in common use
before the combination was made.”).
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[I. CONDUCT A THOROUGH SEARCH OF
THE PRIOR ART

Prior to evaluating the claimed invention under 35
U.S.C. 101, USPTO personnel are expected to
conduct athorough search of the prior art. Generaly,
athorough search involves reviewing both U.S. and
foreign patents and nonpatent literature. In many
cases, the result of such a search will contribute to
USPTO personnel’s understanding of theinvention.
Both claimed and unclaimed aspects of theinvention
described in the specification should be searched if
thereis areasonabl e expectation that the unclaimed
aspects may be later claimed. A search must take
into account any structure or material described in
the specification and its eguivalents which
correspond to the claimed means- (or step-) plus-
function limitation, in accordance with 35 U.S.C.
112(f) or pre-AlA 35 U.S.C. 112, sixth paragraph
and M PEP § 2181 through MPEP § 2186 .

[Il. DETERMINEWHETHERTHE CLAIMED
INVENTION COMPLIESWITH 35U.S.C. 101

A. Consider the Breadth of 35 U.S.C. 101 Under
Controlling Law

Section 101 of title 35, United States Code, provides:

Whoever invents or discovers any new and
useful process, machine, manufacture, or
composition of matter, or any new and useful
improvement thereof, may obtain a patent
therefor, subject to the conditions and
requirements of thistitle.

35 U.S.C. 101 defines four categories of inventions
that Congress deemed to be the appropriate subject
matter of a patent: processes, machines,
manufactures and compositions of matter. Thelatter
three categories define “things’ or “ products’ while
the first category defines “actions’ (i.e., inventions
that consist of a series of steps or acts to be
performed). See 35 U.S.C. 100(b) (“The term
‘process means process, art, or method, and includes
a new use of a known process, machine,
manufacture, compasition of matter, or material.”).
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The subject matter which courts have found to be
outside of, or exceptions to, the four statutory
categories of invention is limited to abstract ideas,
laws of nature and physical phenomena. Bilski v.
Kappos, 561 U.S. _ ,  , 130 S. Ct. 3218, 3225,
95 USPQ2d 1001, __ (2010) (citing Diamond v.
Chakrabarty, 447 U.S. 303, 309, 206 USPQ 193,
197 (1980)). Whilethisiseasily stated, determining
whether an applicant is seeking to patent an abstract
idea, alaw of nature or a physical phenomenon has
proven to be chalenging. These three exclusions
recognize that subject matter that is not a practical
application of an idea, alaw of nature or aphysical
phenomenon isnot patentable. See, e.g., Rubber-Tip
Pencil Co. v. Howard, 87 U.S. (20 Wall.) 498, 507
(1874) (“idea of itself is not patentable, but a new
device by which it may be made practically useful
is’); Mackay Radio & Telegraph Co. v. Radio Corp.
of America, 306 U.S. 86, 94, 40 USPQ 199, 202
(1939) (“Whileascientific truth, or the mathematical
expression of it, is not patentable invention, anovel
and useful structure created with the aid of
knowledge of scientific truth may be.”).

The courts have aso held that a claim may not
preempt abstract ideas, laws of nature or physical
phenomena; i.e, one may not patent every
“substantial practical application” of an abstract ides,
lav of nature or physical phenomenon. This is
because such a patent would “in practical effect be
a patent on the [abstract idea, law of nature or
physical phenomenon] itself.” Gottschalk v. Benson,
409 U.S.63, 71-72,175USPQ 673, 676 (1972). The
concern over preemption was expressed as early as
1852. See Le Roy v. Tatham, 55 U.S. 156, 175
(1852) (“A principle, inthe abstract, isafundamental
truth; an original cause; a motive; these cannot be
patented, as no one can claim in either of them an
exclusiveright.”).

The Supreme Court in Bilski v. Kappos, 561 U.S.
_, 130 S Ct. 3218, 95 USPQ2d 1001 (2010),
underscored that the text of 35 U.S.C. 101 is
expansive, specifying four independent categories
of inventions eligible for protection, including
processes, machines,  manufactures, and
compositions of matter. As stated by the Court, "[i]n
choosing such expansive terms. . . modified by the
comprehensive‘ any, Congress plainly contemplated
that the patent laws would be given wide scope.”)
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(quoting Diamond v. Chakrabarty, 447 U.S. 303,
308, 206 USPQ 193, 197 (1980)). The Court aso
made clear that business methods are not
"categorically outside of § 101’sscope,” stating that
"a business method is ssmply one kind of ‘ method’
that is, at least in some circumstances, eligible for
patenting under § 101." Examiners are reminded that
35 U.S.C. 101 is not the sole tool for determining
patentability; where aclaim encompasses an abstract
idea, 35 U.S.C. 112,35 U.S.C. 102, and 35 U.S.C.
103 will provide additional tools for ensuring that
the claim meets the conditions for patentability. As
the Court made clear in Bilski:

The 8 101 patent-eligibility inquiry isonly a
threshold test. Even if aninvention qualifiesas
a process, machine, manufacture, or
composition of matter, in order to receive the
Patent Act’s protection the claimed invention
must also satisfy ‘“ the conditions and
requirements of thistitle.”” 8 101. Those
requirements include that the invention be
novel, see § 102, nonobvious, see § 103, and
fully and particularly described, see § 112.

Therefore, examiners should avoid focusing on
issues of patent-eligibility under 35 U.S.C. 101 to
the detriment of considering an application for
compliance with the requirementsof 35 U.S.C. 112,
35U.S.C. 102, and 35 U.S.C. 103, and should avoid
treating an application solely on the basis of
patent-eligibility under 35 U.S.C. 101 except in the
most extreme cases.

See M PEP § 2106 for determining whether aclaim
is directed to patent-eligible subject matter, and
MPEP § 2106.01 for further guidance regarding
subject matter eligibility determinations during
examination of process claims that involve laws of
nature/natural correlations. Additionally, a claimed
invention must be useful or have a utility that is
specific, substantial and credible.

See MPEP 8 2107 for a detailed discussion of the
utility requirement.
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IV. EVALUATE APPLICATION FOR
COMPLIANCEWITH 35U.S.C. 112

A. Determine Whether the Claimed I nvention
Complieswith 35 U.S.C. 112(b) or Pre-AlA 35
U.S.C. 112, Second Par agraph Requirements

35 U.S.C. 112(b) and the second paragraph of
pre-AlA 35 U.S.C. 112 contains two separate and

distinct requirements: (A) that the claim(s) set forth
the subject matter applicantsregard astheinvention,
and (B) that the claim(s) particularly point out and
distinctly claim the invention. An application will
be deficient under thefirst requirement of 35 U.S.C.
112(b) or pre-AlA 35U.S.C. 112, second paragraph
when evidence including admissions, other than in
the application asfiled, shows that an applicant has
stated what he or she regards the invention to be
different from what is claimed (see MPEP § 2171
- MPEP §2172.01).

An application fails to comply with the second
requirement of 35 U.S.C. 112(b) or pre-AlA 35
U.S.C. 112, second paragraph when the claims do
not set out and define the invention with areasonable
degree of precision and particularity. In thisregard,
the definiteness of the language must be analyzed,
not in avacuum, but alwaysin light of the teachings
of the disclosure as it would be interpreted by one
of ordinary skill in the art. Applicant's claims,
interpreted in light of the disclosure, must reasonably
apprise a person of ordinary skill in the art of the
invention.

The scope of a“means’ limitation is defined as the
corresponding structure or material set forth in the
written description and equivalents thereof. See
MPEP § 2181 through MPEP § 2186. See M PEP
§ 2173 et seg. for adiscussion of avariety of issues
pertaining to the 35 U.S.C. 112(b) or pre-AlA 35
U.S.C. 112, second paragraph regquirement that the
claims particularly point out and distinctly claim the
invention.
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B. DetermineWhether the Claimed I nvention
Complieswith 35 U.S.C. 112(a) or 35U.S.C. 112,
First Paragraph Requirements

35U.S.C. 112(a) and thefirst paragraph of pre-AlA
35 U.S.C. 112 contain three separate and distinct

requirements:

(A) adequate written description,
(B) enablement, and

(C) best mode.

1. Adequate Written Description

For the written description requirement, an
applicant’s specification must reasonably convey to
those skilled in the art that the applicant was in
possession of the claimed invention as of the date
of invention. See M PEP § 2163 for further guidance
with respect to the eval uation of apatent application
for compliance with the written description
requirement.

2. Enabling Disclosure

An applicant’s specification must enable a person
skilled in the art to make and use the claimed
invention without undue experimentation. The fact
that experimentation is complex, however, will not
make it undue if a person of skill inthe art typically
engages in such complex experimentation.

See M PEP § 2164 et seq. for detailed guidance with
regard to the enablement requirement of 35 U.S.C.
112(a) and pre-AlA 35 U.S.C. 112, first paragraph.

3. Best Mode
Determining compliance with the best mode
requirement requires a two-prong inquiry:

(1) at the time the application was filed, did the
inventor possess a best mode for practicing the
invention; and
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(2) if the inventor did possess a best mode, doesthe
written description disclose the best mode such that
aperson skilled in the art could practiceit.

See MPEP § 2165 et seq. for additional guidance.
Deficiencies related to disclosure of the best mode
for carrying out the claimed invention are not usually
encountered during examination of an application
because evidence to support such a deficiency is
seldom in the record. Fonar Corp. v. General Elec.
Co., 107 F3d 1543, 1548-49, 41 USPQ2d at
1804-05.

V. DETERMINEWHETHER THE CLAIMED
INVENTION COMPLIESWITH 35U.S.C. 102
AND 103

Reviewing aclaimed invention for compliance with
35 U.S.C. 102 and 35 U.S.C.103 begins with a
comparison of the claimed subject matter to what is
known in the prior art. See MPEP § 2131 - MPEP
8 2146 and for specific guidance on patentability
determinations under 35 U.S.C. 102 and 35 U.S.C.
103. If no differences are found between the claimed
invention and the prior art, then the claimed
invention lacks novelty and is to be rejected by
USPTO personnel under 35 U.S.C. 102. Once
differences are identified between the claimed
invention and the prior art, those differences must
be assessed and resolved in light of the knowledge
possessed by a person of ordinary skill in the art.
Against this backdrop, one must determine whether
the invention would have been obvious. If not, the
claimed invention satisfies 35 U.S.C. 103.

VI. CLEARLY COMMUNICATE FINDINGS,
CONCLUSIONSAND THEIR BASES

Once USPTO personnel have concluded the above
analyses of the claimed invention under al the
statutory provisions, including 35 U.S.C. 101, 35
U.S.C. 112,35 U.S.C. 102, and 35 U.S.C. 103, they
should review all the proposed rejections and their
bases to confirm that they are able to set forth a

prima facie case of unpatentability. Only then
should any rejection beimposed in an Office action.
The Office action should clearly communicate the
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findings, conclusions and reasons which support
them.

2104 Patentable Subject Matter [R-08.2012]

35U.SC. 101 Inventions patentable

Whoever invents or discovers any new and useful process, machine,
manufacture, or composition of matter, or any new and useful
improvement thereof may obtain a patent therefor, subject to the
conditions and requirements of thistitle.

35U.S.C. 101 hasbeeninterpreted asimposing three
requirements.

First, whoever invents or discovers an eligible
invention may obtain only ONE patent therefor. This
requirement forms the basis for statutory double
patenting rejectionswhen two applications claim the
same invention, i.e. claim identical subject matter.
See MPEP § 804 for a full discussion of the
prohibition against double patenting.

Second, aclaimed invention must fall within one of
thefour eligible categories of invention, i.e., process,
machine, manufacture, or composition of matter, as
these categories have been interpreted by the courts.
See MPEP § 2106 for a detailed discussion of the
subject matter eligibility requirements and M PEP
§ 2105 for specia considerations for living subject
matter.

Third, aclaimed invention must be useful or have a
utility that is specific, substantial and credible. See
MPEP § 2107 for adetail ed discussion of the utility
requirement.

2105 Patentable Subject Matter — Living
Subject Matter [R-08.2012]

The decision of the Supreme Court in Diamond v.
Chakrabarty, 447 U.S. 303, 206 USPQ 193 (1980),
held that microorganisms produced by genetic
engineering are not excluded from patent protection
by 35 U.S.C. 101. Itisclear from the Supreme Court
decision and opinion that the question of whether or
not an invention embracesliving matter isirrel evant
to the issue of patentability. The test set down by
the Court for patentable subject matter in this area
is whether the living matter is the result of human
intervention.
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In view of this decision, the Office hasissued these
guidelines as to how 35 U.S.C. 101 will be
interpreted.

The Supreme Court made the following points in
the Chakrabarty opinion:

1. "Guided by these canons of construction,
this Court has read the term ‘manufacture’ in
8 101 in accordance with its dictionary
definition to mean ‘the production of articles
for use from raw materials prepared by giving
to these materials new forms, qualities,
properties, or combinations whether by hand
labor or by machinery.’”

2. “In choosing such expansive terms as
‘manufacture’ and ‘composition of matter,
modified by the comprehensive* any, Congress
plainly contemplated that the patent lawswould
be given wide scope.”

3. “The Act embodied Jefferson’s philosophy
that ‘ingenuity should receive a libera
encouragement. 5 Writings of Thomas
Jefferson, at 75-76. See Graham v . John
Deere Co., 383 U.S. 1, 7-10, 148 USPQ459,
462-464 (1966). Subsequent patent statutesin
1836, 1870, and 1874 employed this same
broad language. In 1952, when the patent laws
were recodified, Congress replaced the word
‘art’ with ‘process, but otherwise left
Jefferson’s language intact. The Committee
Reports accompanying the 1952 act inform us
that Congressintended statutory subject matter
to ‘include any thing under the sun that is made
by man! S. Rep. No. 1979, 82d Cong., 2d
Sess., 5(1952).”

4, “This is not to suggest that 8 101 has no
limits or that it embraces every discovery. The
laws of nature, physical phenomena, and
abstract ideas have been held not patentable.”

5. “Thus, anew minera discoveredintheearth
or a new plant found in the wild is not
patentable subject matter. Likewise, Einstein

could not patent his celebrated law that E=mc2;

nor could Newton have patented the law of
gravity.”

6. “His claim is not to a hitherto unknown
natural phenomenon, but to a nonnaturally
occurring manufacture or compoasition of matter
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— a product of human ingenuity ‘having a
distinctive name, character [and] use.”

7. “Congress thus recognized that the relevant
digtinction was not between living and
inanimate things, but between products of
nature, whether living or not, and human-made
inventions. Here, respondent’s microorganism
isthe result of human ingenuity and research.”
8. After reference to Funk Seed Co. & Kalo
Co.,333U.S.127, 76 USPQ 280 (1948), “Here,
by contrast, the patentee has produced a new
bacterium  with markedly  different
characteristics from any found in nature and
one having the potential for significant utility.
His discovery is not nature's handiwork, but
his own; accordingly it is patentable subject
matter under 8 101"

A review of the Court statements above as well as
the whole Chakrabarty opinion reveals:

(A) That the Court did not limit its decision to
genetically engineered living organisms;

(B) The Court enunciated a very broad
interpretation of “manufacture” and “composition
of matter” in 35 U.S.C. 101 (Note esp. quotes 1, 2,
and 3 above);

(C) The Court set forth several tests for
weighing whether patentable subject matter under
35 U.S.C. 101 is present, stating (in quote 7 above)
that:

Therelevant distinction was not between living
and inanimate things but between products of
nature, whether living or not, and human-made
inventions.

The tests set forth by the Court are (note especially
the italicized portions):

(A) “The laws of nature, physical phenomena
and abstract ideas’ are not patentabl e subject matter.

(B) A “nonnaturally occurring manufacture or
composition of matter — a product of human
ingenuity —having a distinctive name, character,
[and] use” is patentable subject matter.

(C) “[A] new mineral discovered in the earth
or a new plant found in the wild is not patentable
subject matter. Likewise, Einstein could not patent

his celebrated E:mcz; nor could Newton have
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patented the law of gravity. Such discoveries are
‘manifestations of... nature, free to all men and
reserved exclusively to none.”
(D) “[T]he production of articles for use from
raw materials prepared by giving to these materials
new forms, qualities, properties, or combinations
whether by hand labor or by machinery” [emphasis
added] isa“manufacture” under 35 U.S.C. 101.

Following the reasoning in Chakrabarty, the Board
of Patent Appeals and | nterferences determined that
animals are patentable subject matter under 35
U.S.C. 101. In ExparteAllen, 2USPQ2d 1425 (Bd.
Pat. App. & Inter. 1987), the Board decided that a
polyploid Pecific coast oyster could have been the
proper subject of apatent under 35 U.S.C. 101 if all
the criteria for patentability were satisfied. Shortly
after the Allen decision, the Commissioner of
Patents and Trademarks issued a notice (Animals -
Patentability, 1077 O.G. 24, April 21, 1987) that the
Patent and Trademark Office would now consider
nonnaturally occurring, nonhuman multicellular
living organisms, including animals, to be patentable
subject matter within the scope of 35 U.S.C. 101.

The Leahy-Smith America lnvents Act (AlA), Pub.
L. 112-29, sec. 33(a), 125 Stat. 284, states:

Notwithstanding any other provision of law,
no patent may issue on a claim directed to or
encompassing a human organism.

The legidative history of the AIA includes the
following statement, which sheds light on the
meaning of this provision:

[T]he U.S. Patent Office has aready issued
patents on genes, stems cells, animals with
human genes, and a host of non-biologic
products used by humans, but it has not issued
patents on claims directed to human organisms,
including human embryos and fetuses. My
amendment would not affect the former, but
would simply affirm the latter.

157 Cong. Rec. E1177-04 (testimony of
Representative Dave Weldon previously presented
in connection with the Consolidated A ppropriations
Act, 2004, Pub. L. 108-199, ' 634, 118 Stat. 3, 101,
and later resubmitted with regard to the AlA; see
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149 Cong. Rec. E2417-01). Thus, section 33(a) of
the AlIA codifies existing Office policy that human
organisms are not patent-eligible subject matter.

If the broadest reasonable interpretation of the
claimed invention as a whole encompasses a
humanorganism, then a rejection under 35 U.S.C.
101 and AIA sec. 33(a) must be made indicating
that the claimed invention is directed to a human
organism and is therefore nonstatutory subject
matter. Form paragraph 7.04.01 may be used; see
MPEP § 706.03(a). Furthermore, the claimed
invention must be examined with regard to all issues
pertinent to patentability, and any applicable
rejections under 35 U.S.C. 102, 103, or 112 must
also be made.

With respect to plant subject matter, the Supreme
Court held that patentable subject matter under 35
U.S.C. 101 includes newly developed plant breeds,
even though plant protection is also available under
the Plant Patent Act (35 U.S.C. 161 - 164) and the
Plant Variety Protection Act (7 U.S.C. 2321 et.
seq.). J.E.M. Ag Supply, Inc. v. Pioneer Hi-Bred
Int’ I, Inc., 534 U.S. 124, 143-46, 122 S.Ct. 593,
605-06, 60 USPQ2d 1865, 1874 (2001) (The scope
of coverage of 35 U.S.C. 101 is not limited by the
Plant Patent Act or the Plant Variety Protection Act;
each statute can be regarded as effective because of
its different requirements and protections). In
analyzing the history of the Plant Patent Act of 1930,
the Court stated: “In enacting the Plant Patent Act,
Congress addressed both of these concerns [the
concern that plants, even those artificially bred, were
products of nature for purposes of the patent law and
the concern that plants were thought not amenable
to the written description]. It explained at length its
belief that the work of the plant breeder ‘in aid of
nature’ was patentable invention. S. Rep. No. 315,
71st Cong., 2d Sess., 6-8 (1930); H.R. Rep. No.
1129, 71st Cong., 2d Sess., 7-9 (1930).” See aso
Ex parte Hibberd, 227 USPQ 443 (Bd. Pat. App. &
Inter. 1985), wherein the Board held that plant
subject matter may be the proper subject of a patent
under 35 U.S.C. 101 even though such subject matter
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may be protected under the Plant Patent Act or the
Plant Variety Protection Act.

2106 Patent Subject Matter Eligibility
[R-11.2013]

Therearetwo criteriafor determining subject matter
eligibility and both must be satisfied. The claimed
invention (1) must be directed to one of the four
statutory categories, and (2) must not be wholly
directed to subject matter encompassing ajudicialy
recognized exception, as defined below. The
following two step analysisis used to evaluate these
criteria.

I. THEFOUR CATEGORIESOF STATUTORY
SUBJECT MATTER

Step 1: Is the claim directed to one of the four
patent-eligible subject matter categories. process,
machine, manufacture, or composition of matter?
The subject matter of the claim must be directed to
one of the four subject matter categories. If itisnot,
the claim is not eligible for patent protection and
should be rejected under 35 U.S.C. 101, for at least
this reason. A summary of the four categories of
invention, as they have been defined by the courts,
are:

i. Process — an act, or a series of acts or steps.
See Gottschalk v. Benson, 409 U.S. 63, 70, 175
USPQ 673, 676 (1972) ("A process is a mode of
treatment of certain materials to produce a given
result. It isan act, or a series of acts, performed
upon the subject-matter to be transformed and
reduced to a different state or thing." (emphasis
added) (quoting Cochrane v. Deener, 94 U.S. 780,
788, 24 L. Ed. 139, 1877 Dec. Comm'r Pat. 242
(1876))); NTP, Inc. v. Researchin Motion, Ltd., 418
F.3d 1282, 1316, 75 USPQ2d 1763, 1791 (Fed. Cir.
2005) ("[A] process is a series of acts." (quoting

Minton v. Natl. Ass'n. of Securities Dealers, 336
F.3d 1373, 336 F.3d 1373, 1378, 67 USPQ2d 1614,
1681 (Fed. Cir. 2003))). See also 35 U.S.C. 100(b);
Bilski v. Kappos, 561 U.S. __, 130 S. Ct. 3218, 95
USPQ2d 1001 (2010).

ii. Machine — a concrete thing, consisting of
parts, or of certain devices and combination of
devices. Burr v. Duryee, 68 U.S. (1Wall.) 531, 570,
17 L. Ed. 650 (1863). This includes every
mechanical device or combination of mechanical
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powers and devices to perform some function and
produce acertain effect or result. Corning v. Burden,
56 U.S. 252, 267, 14 L. Ed. 683 (1854).

iii. Manufacture — an article produced from raw
or prepared materials by giving to these materias
new forms, qualities, properties, or combinations,
whether by handlabor or by machinery. Diamond
v. Chakrabarty, 447 U.S. 303, 308, 206 USPQ 193,
197 (1980) (emphasis added) (quoting Am. Fruit
Growers, Inc. v. Brogdex Co., 283 U.S. 1,11,51 S.
Ct. 328, 75 L. Ed. 801, 1931 (Dec. Comm'r Pat. 711
(1931))).

iv. Composition of matter —all compositions of
two or more substances and all composite articles,
whether they be the results of chemical union, or of
mechanical mixture, or whether they be gases, fluids,
powders or solids, for example. Chakrabarty, 447
U.S. at 308, 206 USPQ at 197.

Non-limiting examples of claimsthat are not directed
to one of the statutory categories:

i. transitory forms of signal transmission (for
example, apropagating electrical or electromagnetic
signa per se), InreNuijten, 500 F.3d 1346, 1357,
84 USPQ2d 1495, 1503 (Fed. Cir. 2007);

ii. anaturally occurring organism, Chakrabarty,
447 U.S. at 308, 206 USPQ at 197,

iii. ahuman per se, The Leahy-Smith America
InventsAct (AIA), Public Law 112-29, sec. 33, 125
Stat. 284 (September 16, 2011);

iv. a legal contractual agreement between two
parties, see In re Ferguson, 558 F.3d 1359, 1364,
90 USPQ2d 1035, 1039-40 (Fed. Cir. 2009) (cert.
denied);

v. agame defined as a set of rules;

Vvi. a computer program per se, Gottschalk v.
Benson, 409 U.S. at 72, 175 USPQ at 676-77,

vii. a company, Ferguson, 558 F.3d at 1366,
USPQ at 1040; and

viii. a mere arrangement of printed matter, In
re Miller, 418 F.2d 1392, 1396, 164 USPQ 46, 49
(CCPA 1969).

A claim that covers both statutory and non-statutory
embodiments (under the broadest reasonable
interpretation of the claim when read in light of the
specification and in view of one skilled in the art)
embraces subject matter that isnot eligible for patent
protection and thereforeis directed to non-statutory
subject matter. Such claims fail the first step and
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should be rejected under 35 U.S.C. 101, for at least
this reason.

For example, machine readable media can
encompass non-statutory transitory forms of signal
transmission, such as, a propagating electrical or
electromagnetic signal per se. See In re Nuijten,
500 F.3d 1346, 84 USPQ2d 1495 (Fed. Cir. 2007).
When the broadest reasonable interpretation of
machine readable mediain light of the specification
asit would beinterpreted by one of ordinary skill in
the art encompasses transitory forms of signal
transmission, a rejection under 35 U.S.C. 101 as
failing to claim statutory subject matter would be
appropriate. Thus, a claim to a computer readable
medium that can be acompact disc or acarrier wave
covers a non-statutory embodiment and therefore
should be rejected under 35 U.S.C. 101 as being
directed to non-statutory subject matter.

If the claimed invention is clearly not within one of
thefour categories, it isnot patent eligible. However,
when the claim failsunder Step 1 and it appearsfrom
applicant’s disclosure that the claim could be
amended to be directed to a statutory category, Step
2 below should still be conducted.

1. JUDICIAL EXCEPTIONSTO THE FOUR
CATEGORIES

Step 2: Does the claim wholly embrace ajudicially
recognized exception, which includeslaws of nature,
physical phenomena, and abstract ideas, or is it a
particular practical application of a judicia
exception? See Bilski v. Kappos, 561U.S. _ , |
130 S. Ct. 3218, 3225, 95 USPQ2d 1001, 1005-06
(2010) (stating “ The Court's precedents provide three
specific exceptionsto § 101's broad patent-eligibility
principles: ‘laws of nature, physical phenomena, and
abstractideas.”) (quoting Diamond v. Chakrabarty,
447 U.S. 303, 309, 206 USPQ 193, 197 (1980)).

Determining whether the claim falls within one of
the four enumerated categories of patentable subject
matter recited in 35 U.S.C. 101 (i.e., process,
machine, manufacture, or composition of matter)
does not end the analysis because claims directed to
nothing more than abstract ideas (such as
mathematical algorithms), natural phenomena, and
laws of nature are not eligible for patent protection.
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Diamond v. Diehr, 450 U.S. 175, 185, 209 USPQ
1, 7 (1981); accord, e.g., Chakrabarty, 447 U.S. at
309, 206 USPQ at 197; Parker v. Flook, 437 U.S.
584, 589, 198 USPQ 193, 197 (1978); Benson, 409
U.S. a 67-68 , 175 USPQ at 675. “A principle, in
the abstract, isafundamental truth; an original cause;
a motive; these cannot be patented, as no one can
claimin either of them an exclusiveright.” Le Roy
v. Tatham,55 U.S. (14 How.) 156, 175 (1852).
Instead, such “manifestations of laws of nature” are
“part of the storehouse of knowledge,” “free to all
men and reserved exclusively to none” Funk Bros.
Seed Co. v. Kalo Inoculant Co., 333 U.S. 127, 130,
76 USPQ 280, 281 (1948).

Thus, “a new mineral discovered in the earth or a
new plant found in thewild isnot patentable subject
matter” under Section 101. Chakrabarty, 447 U.S.
at 309, 206 USPQ at 197. “Likewise, Einstein could

not patent his celebrated law that E=mc2; nor could
Newton have patented the law of gravity.” Id. Nor
can one patent “a novel and useful mathematical
formula” Flook, 437 U.S. at 585, 198 USPQ at 195;
electromagnetism or steam power, O'Reilly v.
Morse, 56 U.S. (15 How.) 62, 113-114 (1853); or
“It]he qualities of ... bacteria, ... the heat of the sun,
electricity, or the qualities of metals,” Funk, 333
U.S. at 130, 76 USPQ at 281; see Le Roy, 55 U.S.
(14 How.) at 175.

While abstract ideas, physical phenomena, and laws
of nature are not eligible for patenting, methods and
products employing abstract ideas, physica
phenomena, and laws of nature to perform a
real-world function may well be. In evaluating
whether aclaim meetstherequirementsof 35 U.S.C.
101, the claim must be considered as a whole to
determine whether it is for a particular application
of an abstract idea, physical phenomenon, or law of
nature, and not for the abstract idea, physical
phenomenon, or law of nature itself. Diehr, 450
U.S. at 188, 209 USPQ at 7.

In addition to the terms laws of nature, physical
phenomena, and abstract ideas, judicially recognized
exceptions have been described using various other
terms, including natural phenomena, scientific
principles, systems that depend on human
intelligence alone, disembodied concepts, mental
processes and disembodied mathematical agorithms
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and formulas, for example. The exceptions reflect
the courts' view that the basic tools of scientific and
technologica work are not patentable.

The claimed subject matter must not be wholly
directed to ajudicially recognized exception. If itis,
the claim is not eligible for patent protection and
should be rejected under 35 U.S.C. 101. However,
a clam that is limited to a particular practical
application of a judicially recognized exception is
eligible for patent protection. A “practica
application” relates to how a judicially recognized
exception is applied in a real world product or a
process, and not merely to theresult achieved by the
invention. When subject matter has been reduced to
aparticular practical application having areal world
use, the claimed practical application is evidence
that the subject matter isnot abstract (e.g., not purely
mental) and does not encompass substantially all
uses (preemption) of alaw of nature or a physical
phenomenon. See, e.g., Ultramercial v. Hulu, 657
F.3d 1323, 1329, 100 USPQ2d 1140,1145 (Fed. Cir.
2011) (stating that the patent “does not clam a
mathematical algorithm, a series of purely mental
steps, or any similarly abstract concept. It claims a
particular method . . . a practical application of the
general concept.”).

A. Practical Application of Machines,
M anufactures, and Compositions of M atter
(Products)

If the claimed product falls within one of the three
product categories of invention and does not recite
judicially excepted subject matter, eg., a law of
nature, a physical phenomenon, or an abstract idea,
it qualifies as eligible subject matter. If a judicial
exception is recited in the claim, it must be
determined if the judicially excepted subject matter
has been practically applied in the product.

Eligible machines, manufactures, and compositions
of matter are non-naturally occurring products
typically formed of tangible elements or parts that
embody a particular or specific, tangible practical
application of theinvention. Thus, for these product
categories, aparticular practical application isoften
self-evident based on the claim limitations that define
the tangible embodiment. This is because an idea
that is tangibly applied to a structure is no longer
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abstract, and alaw of nature or physical phenomenon
that is practically applied to astructureislimited to
that particular application of the concept. For
example, a cup is the tangible application of the
abstract ideaof containing aliquid andisonelimited
embodiment of that idea (which is no longer
abstract). Asanother example, amagnetic door latch
is the tangible application of the concept of
magneti sm and does not wholly embrace the concept
of magnetism but, rather, is one limited application
of the concept.

A clam that includes terms that imply that the
invention is directed to a product, for instance by
reciting “a machine comprising...”, but fails to
include tangible limitations in accordance with its
broadest reasonable interpretation is not limited to
a practical application, but rather wholly embraces
or encompasses the concept upon which the
invention is based. This is impermissible as such
clam coverage would extend to every way of
applying the abstract idea, law of nature or physical
phenomenon.

A claim that includes judicially excepted subject
matter and whose broadest reasonable interpretation
isdirected to aman-made tangible embodiment (i.e.,
structure) with a real world use is limited to a
practical application (the subject matter has been
practically applied). The reason is that the claim as
awhole must be evaluated for eligibility in the same
manner that a claim as a whole is evaluated for
patentability under 35 U.S.C. 102, 103 and 112.

Once a practical application has been established,
the limited occurrence of preemption must be
evaluated to determine whether the clam
impermissibly covers substantially all practical
applicationsof thejudicially excepted subject matter.
If so, the claim is not patent-eligible. If the claim
covers only a particular practical application of the
judicially excepted subject matter, it is patent
eligible.

Thefollowing examples show the difference between
a tangible embodiment that is evidence of a
particular practical application and an abstract
concept that has no practical application.
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(& A clam that is directed to a machine
comprising a plurality of structural elements that
work together in a defined combination based on a
mathematical relationship, such asaseries of gears,
pulleys and belts, possesses structura limitations
that show that it isatangible embodiment, providing
evidencethat the mathematical relationship has been
applied (a practical application). Additionally, that
tangible embodiment is limited by the claimed
structure and would not cover all substantial practical
uses of the mathematical relationship. The claim
would be eligible for patent protection.

(b) On the other hand, aclaim that isdirected to
a machine (“What is claimed is a machine that
operates in accordance with F=ma.") and includes
no tangible structural elements under the broadest
reasonable interpretation, covers the operating
principle based on amathematical relationship with
no limits on the claim scope. Thus, as no tangible
embodiment is claimed, there would be no evidence
of a practical application. The claim would wholly
embrace the mathematical concept of F=ma and
would not be eligible subject matter.

(c) As another example, a clam to a
non-transitory, tangible computer readable storage
medium per sethat possesses structural limitations
under the broadest reasonabl e interpretation standard
to qualify asamanufacturewould be patent-eligible
subject matter. Adding additional claim limitations
to the medium, such as executable instructions or
stored data, to such a statutory eligible claim would
not render the medium non-statutory, so long asthe
clam as a whole has a real world use and the
medium does not cover substantialy all practical
uses of ajudicial exception. The claim as a whole
remains a tangible embodiment and qualifies as a
manufacture. As explained above, the additional
claim limitations would be evaluated in terms of
whether they distinguish over the prior art.

B. Practical Application of Processes (Methods)

The Supreme Court in Bilski v. Kappos, 561 U.S.
_, 130 S Ct. 3218, 95 USPQ2d 1001 (2010),
clarified the reguirements for a claim to be a
statutory process. Not every claimed method
qualifies as a statutory process. A process claim, to
be statutory under 35 U.S.C. 101, must be limited
to a particular practical application. This ensures
that the process is not simply claiming an abstract
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idea, or substantially all practica uses of
(preempting) a law of nature, or a physica
phenomenon. See MPEP_§ 2106.01 for further
guidance regarding subject matter eligibility
determinations during examination of process claims
that involve laws of nature/natural correlations.

A claim that attempts to patent an abstract idea is
ineligible subject matter under 35 U.S.C. 101. See

Bilski, 561 U.S. at __, 130 S. Ct. at 3230, 95
USPQ2d at 1009 (“‘[A]Il members of the Court agree
that the patent application at issue herefalls outside
of § 101 because it claims an abstract idea.”). The
abstract idea exception has deep rootsin the Supreme
Court’sjurisprudence. See Bilski, 561 U.S. at
130 S. Ct. at 3225, 95 USPQ2d at 1006 (citing Le
Roy v. Tatham, 55 U.S. (14 How.) 156, 174-175
(1853)).

Bilski reaffirmed Diehr's holding that "while an
abstract idea, law of nature, or mathematical formula
could not be patented, ‘an application of a law of
nature or mathematical formulato aknown structure
or process may well be deserving of patent
protection.”" See Bilski,561U.S.at __ ,130S. Ct.
at 3230, 95 USPQ2d at 1010 (quoting Diamond V.
Diehr, 450 U.S. 175, 187 (1981)) (emphasis in
original). The recitation of some structure, such as
amachine, or the recitation of some transformative
component will in most caseslimit the claim to such
an application. However, not all such recitations
necessarily save the claim: "Flook established that
limiting an abstract ideato onefield of use or adding
token postsolution components did not make the
concept patentable.” See Bilski, 561 U.S. at
130 S. Ct. at 3231, 95 USPQ2d at 1010. Moreover,
the fact that the steps of a claim might occur in the
"real world" does not necessarily save it from a 35
U.S.C. 101 rejection. Thus, the Bilski claims were
said to bedrawnto an "abstract idea" despite the fact
that they included steps drawn to initiating
transactions. The "abstractness" is in the sense that
there are no limitations as to the mechanism for
entering into the transactions.

Consistent with the foregoing, Bilski holds that the
following claim is abstract:
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1. A method for managing the consumption
risk costs of acommodity sold by acommodity
provider at a fixed price comprising the steps
of:

(@ Initiating a series of transactions
between said commodity provider and
consumers of said commodity wherein said
consumers purchase said commodity at afixed
rate based upon historical averages, said fixed
rate corresponding to a risk position of said
consumer;

(b) Identifying market participantsfor said
commodity having a counter-risk position to
said consumers; and

(c) Initiating a series of transactions
between said commodity provider and said
market participants at a second fixed rate such
that said series of market participant
transactions balances the risk position of said
series of consumer transactions.

Specifically, the Court explains.

The concept of hedging, described in claim 1
and reduced to amathematical formulain claim
4, isan unpatentabl e abstract idea, just like the
algorithms at issue in  Benson and Flook.
Allowing petitioners to patent risk hedging
would preempt use of thisapproachinal fields,
and would effectively grant a monopoly over
an abstract idea.

Bilski also held that the additional, narrowing,
limitationsin the dependent claims were mere field
of use limitations or insignificant postsolution
components, and that adding these limitations did
not make the claims patent-eligible. Claims 1-9 in

Bilski are examples of claims that run afoul of the
abstract idea exception. The day after deciding

Bilski, the Supreme Court denied certiorari in

Ferguson v. Kappos, U.S. Supreme Court No.
09-1501, while granting, vacating, and remanding
two other Federal Circuit 35 U.S.C. 101 cases. The
denial of certiorari left intact the rejection of all of
Ferguson’s claims. Although the Federal Circuit had
applied the machine-or-transformation test to reject
Ferguson's process claims, the Supreme Court’s
disposition of Ferguson makes it likely that the

2100-17

2106

Ferguson claims also run afoul of the abstract idea
exception. A representative Ferguson claim is:

1. A method of marketing a product,
comprising:

Devel oping a shared marketing force, said
shared marketing force including at least
marketing channels, which enable marketing a
number of related products;

Using said shared marketing force to
market aplurality of different productsthat are
made by a plurality of different autonomous
producing company [sic], so that different
autonomous companies, having different
ownerships, respectively produce said related
products,

Obtaining ashare of total profitsfrom each
of said plurdity of different autonomous
producing companies in return for said using;
and

Obtaining an exclusiveright to market each
of said plurality of products in return for said
using.

The following guidance presents factors that are to
be considered when evaluating patent-eligibility of
method claims. The factors include inquiries from
the machine-or-transformation test, which remains
a useful investigative tool, and inquiries gleaned
from Supreme Court precedent. See In re Bilski,
545 F.3d 943, 954, 88 USPQ2d 1385, 1391 (Fed.
Cir. 2009) (stating that “[a] claimed processissurely
patent-eligible under § 101 if: (1) it is tied to a
particular machine or apparatus, or (2) it transforms
a particular article into a different state or thing.”);
and Bilski, 561 U.S.at ___, 130 S. Ct. at 3227, 95
USPQ2d at 1007 (stating, “ This Court's precedents
establish that the machine- or-transformation test is
a useful and important clue, an investigative tool,
for determining whether some claimed inventions
are processes under § 101. The
machine-or-transformation test is not the sole test
for deciding whether aninvention isapatent-eligible
‘process.”).

While the Supreme Court in Bilski did not set forth
detailed guidance, there are many factors to be
considered when determining whether there is
sufficient evidence to support a determination that
amethod claim is directed to an abstract idea. The
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following factorsareintended to be useful examples
and are not intended to be exclusive or limiting. It
is recognized that new factors may be developed,
particularly for emerging technologies. It is
anticipated that the factors will be modified and
changed to take into account developments in
precedential case law and to accommodate
prosecution issues that may arise in implementing
this new practice.

Where the claim is written in the form of a method
and is potentially apatentable process, asdefined in
35U.S.C. 100(b), theclaimis patent-eligible so long
asit is not disqualified as one of the exceptions to
35 U.S.C. 101's broad patent-digibility principles;
i.e., lawsof nature, physical phenomena, and abstract
ideas.

Taking into account the following factors, the
examiner should determine whether the claimed
invention, viewed asawhole, isdisqualified asbeing
aclaim to an abstract idea. Relevant factors—both
thosein favor of patent-eligibility and those against
such a finding—should be weighed in making the
determination. Factors that weigh in favor of
patent-eligibility satisfy the criteria of the
machine-or-transformation test or provide evidence
that the abstract idea has been practically applied.
Factors that weigh against patent-eligibility neither
satisfy the criteria of the machine-or-transformation
test nor provide evidence that the abstract idea has
been practicaly applied. Each case will present
different factors, and it is likely that only some of
the factors will be present in each application. It
would be improper to make a conclusion based on
one factor while ignoring other factors.

With respect to the factors listed below, a
“field-of-use” limitation does not impose actua
boundaries on the scope of the claimed invention.
A field-of-use limitation merely indicates that the
method is for use in a particular environment, such
as“for use with amachineg” or “for transforming an
article”, which would not require that the machine
implement the method or that the steps of the method
cause the article to transform. A field-of-use
limitation does not impose ameaningful limit onthe
claimed invention. Insignificant “extra-solution”
activity means activity that is not centra to the
purpose of the method invented by the applicant.
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For example, gathering data to use in the method
when all applications of the method would require
some form of data gathering would not impose a
meaningful limit on the claim.

1. FactorsToBe Considered in an Abstract |dea
Determination of a Method Claim

(@) Whether the method involves or is executed
by a particular machine or apparatus

“The machine-or-transformation test is a useful and
important clue, and investigative tool, for
determining whether some claimed inventions are
processes under § 101.” Bilski v. Kappos, 561 U.S.
_ . ,130S.Ct. 3218, 3227, 95 USPQ2d 1001,
1007 (2010). If so, the claims are less likely to be
drawn to an abstract ideg; if not, they are morelikely
to be so drawn. With respect to these factors, a
“machine” is a concrete thing, consisting of parts,
or of certain devices and combination of devices.
This includes every mechanical device or
combination of mechanical powers and devices to
perform some function and produce a certain effect
or result. This definition is interpreted broadly to
include electrical, electronic, optical, acoustic, and
other such devices that accomplish a function to
achieve a certain result. An “apparatus’ does not
have a significantly different meaning from a
machine and can include a machine or group of
machines or a totality of means by which a
designated function or specific task is executed.

Where amachine or apparatus isrecited or inherent
in apatent claim, the following factors are relevant:

(a) The particularity or generality of the elements of
the machine or apparatus; i.e., the degree to which
the machine in the clam can be specifically
identified (not any and all machines). Incorporation
of aparticular machine or apparatusinto the claimed
method steps weighs toward eligibility.

For computer implemented processes, the“ maching’
is often disclosed as agenera purpose computer. In
these cases, the genera purpose computer may be
sufficiently “particular” when programmed to
perform the process steps. Such programming creates
anew machine because ageneral purpose computer,
in effect, becomes a special purpose computer once
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it is programmed to perform particular functions
pursuant to instructions from program software. In
re Alappat, 33 F.3d 1526, 1545, 31 USPQ 1545,
1558 (Fed. Cir. 1994); see also Ultramercial v.
Hulu, 657 F.3d 1323, 1329, 100 USPQ2d 1140, 1145
(Fed. Cir. 2011) (stating “a programmed computer
contains circuitry unique to that computer”).
However, "adding a ‘computer-aided' limitation to
aclaim covering an abstract concept, without more,
is insufficient to render [a] patent claim digible”
where the claims "are silent as to how a computer
aidsthe method, the extent to which acomputer aids
the method, or the significance of acomputer to the
performance of the method.” Dealer Track v. Huber,
674 F.3d 1315, 1333, 101 USPQ2d 1325, 1339-40
(Fed. Cir. 2012). To qualify as a particular machine
under the test, the claim must clearly convey that
the computer is programmed to perform the steps of
the method because such programming, in effect,
createsaspecial purpose computer limited to the use
of the particularly claimed combination of el ements
(i.e., the programmed instructions) performing the
particularly claimed combination of functions. If the
claim is so abstract and sweeping that performing
the process as claimed would cover substantially all
practical applications of ajudicial exception, such
as a mathematical algorithm, the claim would not
satisfy the test as the machine would not be
sufficiently particular.

(b) Whether the machine or apparatus implements
the steps of the method. Integral use of a machine
or apparatus to achieve performance of the method
weighstoward eligibility, as compared to where the
machine or apparatus is merely an object on which
the method operates, which weighs against
eligibility. See Cybersource v. Retail Decisions,
654 F.3d 1366, 99 USPQ2d 1960 (Fed. Cir. 2011)
(“We are not persuaded by the appellant's argument
that claimed method istied to a particular machine
because it ‘would not be necessary or possible
without the Internet.’ . . . Regardless of whether "the
Internet” can be viewed asamachine, it isclear that
the Internet cannot perform the fraud detection steps
of the claimed method”).

(c) Whether itsinvolvement is extrasol ution activity
or afield-of-use, i.e., the extent to which (or how)
the machine or apparatusimposes meaningful limits
on the execution of the claimed method steps. Use
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of a machine or apparatus that contributes only
nominally or insignificantly to the execution of the
claimed method (e.g., in a data gathering step or in
a field-of-use limitation) would weigh against
eligibility. See Bilski, 561 U.S.at __ 138 S. Ct. at
3230, 95 USPQ2d at 1009 (citing Parker v. Flook,
437 U.S. 584, 590, 198 USPQ 193, 197 (1978)), and

Cybersource v. Retail Decisions, 654 F.3d 1366,
1375, 99 USPQ2d 1690, 1694 (Fed. Cir.
2011)(citations omitted) (“[N]othing in clam 3
requires an infringer to use the Internet to obtain that
data . . . [t]he Internet is merely described as the
source of the data. We have held that mere
‘[data-gathering] step[s] cannot make an otherwise
nonstatutory claim statutory. " 654 F.3d at 1375, 99
USPQ2d at 1694 (citation omitted).).

(b) Whether performance of theclaimed method
resultsin or otherwiseinvolvesatransformation
of aparticular article

“[T]ransformation and reduction of an article ‘to a
different state or thing' is the clue to patentability
of a process claim that does not include particular
machines.” Bilski v. Kappos, 561U.S.__ ,  ,130
S. Ct. 3218, 3227, 95 USPQ2d 1001, 1007 (2010)
(quoting Gottschalk v. Benson, 409 U.S. 63, 70, 175
USPQ 673, 676 (1972). If such a transformation
exigts, the claims are less likely to be drawn to an
abstract idea; if not, they are more likely to be so
drawn.

An*article’ includesaphysical object or substance.
The physical object or substance must be particular,
meaning it can be specifically identified. An article
can aso be electronic datathat representsaphysical
object or substance. For the test, the data should be
more than an abstract value. Data can be specifically
identified by indicating what the data represents, the
particular type or nature of the data, and/or how or
from where the data was obtained.

“Transformation” of an article means that the
“article” has changed to a different state or thing.
Changing to adifferent state or thing usually means
more than simply using an article or changing the
location of an article. A new or different function or
use can be evidence that an article has been
transformed. Manufactures and compositions of
matter are the result of transforming raw materials
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into something new with adifferent function or use.
Purely mental processesin which thoughtsor human
based actions are “changed” are not considered an
eligibletransformation. For data, mere"manipulation
of basic mathematical constructs [i.e] the
paradigmatic 'abstract idea," has not been deemed
atransformation. Cybersource v. Retail Decisions,
654 F.3d 1366, 1372 n.2, 99 USPQ2d 1690, 1695
n.2 (Fed. Cir. 2011) (quoting In re Warmerdam, 33
F.3d 1354, 1355, 1360 (Fed. Cir. 1994)). However,
transformation of electronic data has been found
when the nature of the data has been changed such
that it has a different function or is suitable for a
different use. InreBilski, 545 F.3d 943, 962-63, 88
USPQ2d 1385, 1399 (Fed. Cir. 2009) (aff'd sub nom
Bilski v. Kappos, 561 U.S. __, 130 S. Ct. 3218, 95
USPQ2d 1001 (2010)).

Where atransformation occurs, the following factors
arerelevant:

(@ The particularity or generality of the
transformation. The Supreme Court has stated that
an invention comprising a process of “’tanning,
dyeing, making waterproof cloth, vulcanizing India
rubber [or] smelting ores' .. . areinstances. . . where
the use of chemical substances or physical acts, such
astemperature control, changes articles or materials
[in such a manner that is] sufficiently definite to
confine the patent monopoly within rather definite
bounds” Gottschalk v. Benson, 409 U.S. 63, 70,
175 USPQ 673, 676 (1972) (discussing Corning V.
Burden, 15 How.(56 U.S)) 252, 267-68). A more
particular transformation would weigh in favor of
eligibility.

(b) The degree to which the recited article is
particular; i.e., can be specifically identified (not any
and all articles). A transformation applied to a
generically recited article would weigh against
eligibility.

(c) The nature of the transformation in terms of the
typeor extent of changein state or thing, for instance
by having a different function or use, which would
weigh toward digibility, compared to merely having
a different location, which would weigh against
eligibility.
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(d) The nature of the article transformed, i.e,
whether it isan object or substance, weighing toward
eligibility, compared to a concept such as a
contractual obligation or mental judgment, which
would weigh against eligibility.

(e) Whether itsinvolvement is extrasol ution activity
or afield-of-use, i.e., the extent to which (or how)
the transformati on imposes meaningful limitson the
execution of the clamed method steps. A
transformation that contributes only nominally or
insignificantly to the execution of the claimed
method (e.g., in a data gathering step or in a
field-of-use limitation) would weigh against
eligibility.

(c) Whether performance of the claimed method
involves an application of alaw of nature, even
intheabsenceof aparticular machine, apparatus,
or transformation

An application of a law of nature may represent
patent-eligible subject matter even in the absence of
a particular machine, apparatus, or transformation.
See, e.g., Bilski v. Kappos, 561 U.S. _ , 130
S. Ct. 3218, 3227, 95 USPQ2d 1001, 1007 (2010)
(stating that the Court had previously “explicitly
declined to ‘hold that no process patent could ever
qualify if it did not meet [machine or transformation]
requirements.”) (quoting Gottschalk v. Benson, 409
U.S. 63,67, 175 USPQ 673, 676 (1972)). If such an
application exists, the claims are less likely to be
drawn to an abstract ideg; if not, they are morelikely
to be so drawn. See MPEP _§ 2106.01 for further
guidance regarding subject matter €ligibility
determinations during examination of process claims
that involve laws of nature/natural correlations.

Where such an application is present, the following
factors are relevant:

(a) The particularity or generality of the application.
Application of a law of nature having broad
applicability across many fields of endeavor weighs
against eligibility, such as where the claim
generically recites an effect of the law of nature or
claimsevery mode of accomplishing that effect, such
that the claim would monopolize a natural force or
patent a scientific fact. See O'Reilly v. Morse, 56
U.S. 62 (1853)(finding unpatentable aclaimfor "the
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use of electromagnetism for transmitting signals at
adistance"); The Telephone Cases, 126 U.S. 1, 209
(1888)(discussing a method of "transmitting vocal
or other sound telepgraphically ... by causing
electrical undulations, similar in form to the
vibrations of the air accompanying the said vocal or
other sounds," stating “[Bell] had detected a secret
of nature . . . .[H]e proceeded promptly to patent,
not only a particular method and apparatus for
availing of that law, but also theright to avail of that
law by any meanswhatever. Thus considered he has
been able to monopolize a natural force, and patent
ascientific fact.”).

(b) Whether the claimed method recites an
application of a law of nature solely involving
subjective determinations; e.g., ways to think about
the law of nature. Application of alaw of nature to
a particular way of thinking about, or reacting to, a
law of nature would weigh against eigibility. See

The Telephone Cases, 126 U.S. at 210 (stating
“[counsel for defendant] argued, that in all the cases
upholding aclaim for aprocess, the processwasone
capable of being sensually perceived, verified and
proved by oath -- not as a matter of opinion, but as
amatter of fact.”), Id. at 211 (discussing Tilghman
v. Proctor, 102 U.S. 707 (1880) (“[t]here was a
process, al of which lay within ordinary means of
observation and verification.”).

(c) Whether itsinvolvement is extrasol ution activity
or afield-of-use, i.e., the extent to which (or how)
the application imposes meaningful limits on the
execution of the claimed method steps. An
application of thelaw of nature that contributes only
nominally or insignificantly to the execution of the
claimed method (e.g., in a data gathering step or in
a fied-of-use limitation) would weigh against
eligibility.

(d) Whether ageneral concept (which could also
berecognized in such termsasaprinciple, theory,
plan or scheme) isinvolved in executing the steps
of the method

The presence of such ageneral concept can beaclue
that the claim is drawn to an abstract idea. Where a
general concept is present, the following factors are
relevant:
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(@) The extent to which use of the concept, as
expressed in the method, would preempt its use in
other fields; i.e., that the claim would effectively
grant amonopoly over the concept. Bilski v. Kappos,
561 U.S. _ , _ , 130 S. Ct. 3218, 3231, 95
USPQ2d 1001, 1010 (2010).

(b) The extent to which the claim is so abstract and
sweeping asto cover both known and unknown uses
of the concept, and be performed through any
existing or future-devised machinery, or even
without any apparatus. Gottschalk v. Benson, 409
U.S. 63, 68, 175 USPQ 673, 676 (1972) (stating
“[h]erethe process claimisso abstract and sweeping
as to cover both known and unknown uses of the
BCD to pure binary conversion. The end use may
(2) vary from the operation of atrain to verification
of drivers licensesto researching the law books for
precedentsand (2) be performed through any existing
machinery or future-devised machinery or without
any apparatus’).

(c) The extent to which the claim would effectively
cover al possible solutions to a particular problem;
i.e., that the claim is a statement of the problem
versus a description of a particular solution to the
problem. See The Telephone Cases, 126 U.S. 1,
161-162 (1888) (discussing Tilghman v. Proctor,
102 U.S. 707 (1880) (“* The claim of the patent [in
Tilghman] is not for a mere principle’ . . . In that
case there was a problem. Find away, if you can, to
combine each atom of water with an atom of acid.
If you can do that, then you can reach thisimportant
result of resolving the neutral fatsinto glycerineand
acids. And Tilghman's solution of it was: Heat the
water under such pressure that the water shall not
pass into steam. This was his process, and he
claimed, and the court justly allowed, great latitude
inits application.”)).

(d) Whether the concept is disembodied or whether
itisinstantiated; i.e., implemented, in sometangible
way. A concept that is well-instantiated weighs in
favor of eligibility.

See, e.g., Bilski,561U.S.at__ ,138S. Ct. at 3230,
95 USPQ2d at 1010 (stating that the Court in Diehr
“concluded that because the claim was not ‘an
attempt to patent amathematical formula, but rather
[was] anindustrial processfor the molding of rubber
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products, it fell within § 101's patentable subject
matter.” (citing Diehr, 450 U.S. at 192-93, 209
USPQ at 10)). Accord Research Corp. Technologies
V. Microsoft Corp., 627 F.3d 859, 868-69, 97
USPQ2d 1274, 1281 (Fed. Cir. 2010) (stating that
the claims here “‘do not seek to patent a
mathematical formula” but rather a process of
halftoning in computer applications, presenting
“functional and palpable applicationsin thefield of
computer technology” such that applicant’s claimed
invention requires instantiation (in some claims)
through “’'a *high contrast film,” *afilm printer, ‘a
memory, and ‘printer and display devices”);
Ultramercial v. Hulu, 657 F.3d 1323, 1328, 100
USPQ2d 1140, 1144(Fed. Cir. 2011) (stating that
the patent "does not simply claim the age-old idea
that advertising can serve as currency, [but instead]
apractical application of thisidea.").

A concept that isnot well-instantiated weighs against
eligibility. See DealerTrackv. Huber, _ F3d___,
101 USPQ2d 1325 (Fed. Cir. 2012) where in the
court stated:

Theclaimsaresilent asto how acomputer aids
the method, the extent to which acomputer aids
the method, or the significance of a computer
to the performance of the method. The
undefined phrase "computer-aided" isno less
abstract than the idea of a clearinghouse itself.
Because the computer here "can be
programmed to perform very different tasksin
very different ways," it does not “play a
significant part in permitting the claimed
method to be performed.” Simply adding a
“computer aided” limitation to aclaim covering
an abstract concept, without more, is
insufficient to render the claim patent eligible...
“In order for the addition of a machineto
impose a meaningful limit on the scope of a
claim, it must play a significant part in
permitting the claimed method to be performed,
rather than function solely as an obvious
mechanism for permitting a solution to be
achieved more quickly, i.e., through the
utilization of a computer for performing
calculations.”

674 F.3d at 1315, 1333, 101 USPQ2d at 1339-40
(citations omitted). Furthermore, limiting an abstract

March 2014

MANUAL OF PATENT EXAMINING PROCEDURE

ideato onefield of use or adding token postsolution
components does not make the concept patentable.

(e) The mechanism(s) by which the steps are
implemented; e.g., whether the performance of the
process is observable and verifiable rather than
subjective or imperceptible. Stepsthat are observable
and verifiable weigh in favor of eigibility. The
Telephone Cases, 126 U.S. at 211 (discussing
Tilghman v. Proctor, 102 U.S. 707 (1880) (“[t]here
was a process, al of which lay within ordinary
means of observation and verification”).

(f) Examples of general concepts include, but are
not limited to:

» Basic economic practices or theories (e.g.,
hedging, insurance, financial transactions,
marketing);

» Basic legal theories (e.g., contracts, dispute
resolution, rules of law);

e Mathematical concepts (e.g., agorithms,
spatial relationships, geometry);

* Menta activity (e.g., forming a judgment,
observation, evaluation, or opinion);

* Interpersonal interactionsor relationships(e.g.,
conversing, dating);

e Teaching concepts (eg.,
repetition);

e Human behavior (e.g., exercising, wearing
clothing, following rules or instructions);

e Instructing ‘“‘how business should be
conducted.”

memorization,

See, eg., Bilski, 138 S. Ct. at 3231 (stating “[t]he
concept of hedging, describedin claim 1 and reduced
to a mathematical formula in clam 4, is an
unpatentable abstract idea”), In re Ferguson, 558
F.3d 1359, 90 USPQ2d 1035 (2009) (cert. denied
Ferguson v. PTO, June 29, 2010)(finding ineligible
“methods. . . directed to organizing business or legal
relationships in the structuring of a sales force (or
marketing company);” Benson, 409 U.S. at 67, 175
USPQ at 675 (stating “mental processes, and abstract
intellectual concepts are not patentable, as they are
the basic tools of scientific and technological
work."); Bilski, 130 S. Ct. at 3231 (quoting Le Roy
v. Tatham, 14 How. (55 U.S) 156, 175 (“[d
principle, in the abstract, is afundamental truth; an
original cause; a motive; these cannot be patented,
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as no one can claim in either of them an exclusive
right”)). Seealso Bilski, 130 S. Ct. at 3259 (Breyer,
J. concurring).

2. Making the Determination of Eligibility

Each of the factors relevant to the particular patent
application should be weighed to determine whether
the method is claiming an abstract idea by covering
a genera concept, or combination of concepts, or
whether the method islimited to aparticul ar practica
application of the concept. The presence or absence
of a single factor will not be determinative as the
relevant factors need to be considered and weighed
to make a proper determination as to whether the
claim as awhole is drawn to an abstract idea such
that the claim would effectively grant a monopoly
over an abstract idea and be ineligible for patent
protection.

If the factors indicate that the method claim is not
merely covering an abstract idea, theclaimiseligible
for patent protection under 35 U.S.C. 101 and must
befurther evaluated for patentability under all of the
statutory requirements, including utility and double
patenting (35 U.S.C. 101); novelty (35 U.S.C. 102);
non-obviousness (35 U.S.C. 103); and definiteness
and adequate description, enablement, and best mode
(35.U.S.C. 112). 35 U.S.C. 101 is merely a coarse
filter and thus a determination of eligibility under
35 U.S.C. 101 is only a threshold question for
patentability. 35 U.S.C. 102, 103 , and 112 are

typically the primary tools for evaluating
patentability unless the claim is truly abstract, see,
e.g., Bilski v. Kappos, 561U.S. __,  ,130S.Ct.

3218, 3229, 95 USPQ2d 1001, 1008 (2010).
(*'[SJome business method patents raise special
problems in terms of vagueness and suspect
validity.”).

If the factors indicate that the method claim is
attempting to cover an abstract idea, the examiner
will rgject the claim under 35 U.S.C. 101, providing
clear rationale supporting the determination that an
abstract idea has been claimed, such that the
examiner establishes a prima facie case of
patent-ineligibility. The conclusion made by the
examiner must be based on the evidence asawhole.
In making a rejection or if presenting reasons for
allowance when appropriate, the examiner should
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specifically point out the factorsthat arerelied upon
in making the determination. If a claim is rejected
under 35 U.S.C. 101 on the basis that it is drawn to
an abstract idea, the applicant then has the
opportunity to explain why the claimed method is
not drawn to an abstract idea. Specifically identifying
the factors used in the analysis will allow the
applicant to make specific argumentsin response to
the regjection if the applicant believes that the
conclusion that the claim is directed to an abstract
ideaisin error.

[11. Establish on theRecord a Prima Facie Case

USPTO personnel should review the totality of the
evidence (e.g., the specification, claims, relevant
prior art) before reaching a conclusion with regard
to whether the claimed invention sets forth patent
digible subject matter. USPTO personnel must
weigh the determinations made above to reach a
conclusion as to whether it is more likely than not
that the claimed invention as a whole either falls
outside of one of the enumerated statutory classes
or within one of the exceptions to statutory subject
matter. “The examiner bearstheinitial burden ... of
presenting a prima facie case of unpatentability.”

In re Oetiker, 977 F.2d 1443, 1445, 24 USPQ2d
1443, 1444 (Fed. Cir. 1992). If therecord asawhole
suggests that it is more likely than not that the
claimed invention would be considered a practical
application of an abstract idea, physica
phenomenon, or law of nature, then USPTO
personnel should not reject the claim.

After USPTO personnel identify and explain in the
record the reasons why a claim is for an abstract
idea, physical phenomenon, or law of nature with
no practical application, then the burden shiftsto the
applicant to either amend the clam or make a
showing of why the claim is eligible for patent
protection. See, e.g., In re Brana, 51 F.3d 1560,
1566, 34 USPQ2d 1436, 1441 (Fed. Cir. 1995); see
generally M PEP § 2107 (Utility Guidelines).

Under the principles of compact prosecution, each
claim should bereviewed for compliance with every
statutory requirement for patentability in the initial
review of the application, even if one or more claims
are found to be deficient with respect to the
patent-eligibility requirement of 35 U.S.C. 101.
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Thus, Office personnel should state al
non-cumulative reasons and bases for rejecting
claimsin the first Office action.

2106.01 Subject Matter Eligibility Analysis
of Process Claims Involving L aws of Nature
[R-11.2013]

I. SUMMARY

Thefollowing guidanceisintended for usein subject
matter eligibility determinations during examination
of process claimsthat involve laws of nature/natural
correlations, such as the clams in  Mayo
Collaborative Servicesv. Prometheus Laboratories,
Inc., 566 U.S. __, 132 S.Ct. 1289, 101 USPQ2d 1961
(2012) (Mayo). Process claims that are directed to
abstract ideas, such astheclaimsin Bilski v. Kappos,
561 U.S. __, 130 S. Ct. 3218, 95 USPQ2d 1001
(2010), should continue to be examined using the
guidance set forth in MPEP § 2106.

The guidance set forth in this section should be
followed for examination of process claimsinwhich
alaw of nature, anatural phenomenon, or anaturally
occurring relation or correlation (collectively referred
to asanatura principlein the guidance) isalimiting
element or step. In summary, process claims having
a natural principle as a limiting element or step
should be evaluated by determining whether the
clam includes additiona elementysteps or a
combination of elements/steps that integrate the
natural principleinto the claimed invention such that
the natural principle is practically applied, and are
sufficient to ensure that the claim amounts to
significantly more than the natural principle itself.
If the clam as a whole satisfies this inquiry, the
claimisdirected to patent-eligible subject matter. If
the claim as awhole does not satisfy thisinquiry, it
should be rejected under 35 U.S.C. 101 as being
directed to non-statutory subject matter.

1. ESSENTIAL INQUIRIESFOR SUBJECT
MATTERELIGIBILITY UNDER 35U.S.C. 101

After determining what applicant invented and
establishing the broadest reasonable interpretation
of the claimed invention, conduct the following three
inquiries on the clam as a whole to determine
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whether the claim is drawn to patent-eligible subject
matter. Further details regarding each inquiry are
provided below.

1. Is the claimed invention directed to a
process, defined as an act, or a series of acts or
steps? If no, this analysis is not applicable. For
product claims see MPEP § 2106. If yes, proceed
to Inquiry 2.

2. Does the claim focus on use of a law of
nature, a natural phenomenon, or naturally
occurring relation or correlation (collectively
referred toasanatural principle herein)? (Isthe
natural principlealimiting featureof theclaim?)
If no, thisanalysisis complete, and the claim should
be analyzed to determine if an abstract idea is
claimed (see MPEP_§ 2106). If yes, proceed to
Inquiry 3.

3. Does the claim include additional
dements/stepsor acombination of elements/steps
that integrate the natural principle into the
claimed invention such that thenatural principle
ispractically applied, and aresufficient toensure
that the claim amountsto significantly morethan
thenatural principleitself? (Isit morethan alaw
of nature plus the general instruction to simply
“apply it”?) If no, the claim is not patent-eligible
and should be rejected. If yes, the clam is
patent-eligible, and the analysis is complete.

[I1. DETAILED GUIDANCE FORUSING THE
INQUIRIES

A. Determining What Applicant I nvented and
the Broadest Reasonable I nterpretation

Review the entire specification and claims to
determine what applicant believes that he or she
invented. Then review the claims to determine the
boundaries of patent protection sought by the
applicant and to understand how the claimsrelate to
and define what the applicant has indicated is the
invention.

Claim analysis begins by identifying and evaluating
each claim limitation and then considering the claim
as a whole. It is improper to dissect a claimed
invention into discrete elements and then evaluate
the elements in isolation because it is the
combination of claim limitations functioning together
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that establish the boundaries of the invention and
limit its scope.

Establish the broadest reasonable interpretation of
the claims when read in light of the specification
and from the view of one of ordinary skill in the art.
This same interpretation must be used to evaluate
the compliance with each statutory requirement. See
MPEP §2111 and § 2173 et seq. for further details
of claim construction and compliancewith 35 U.S.C.
112(b) and pre-AIA 35 U.SC. 112, second

paragraph, respectively.

B. INQUIRY 1: Process

Under this analysis, the claim must be drawn to a
process. A process is defined as an act, or a series
of actsor steps. Process claims are sometimes called
method claims.

C. INQUIRY 2: Natural Principle

Doestheclaim focuson useof anatural principle,
i.e, alaw of nature, a natural phenomenon, or
naturally occurring relation or correlation? (Is
the natural principle a limiting feature of the
claim?)

A natural principle is the handiwork of nature and
occurs without the hand of man. For example, the
disinfecting property of sunlight is a natura
principle. The relationship between blood glucose
levels and diabetes is a natura principle. A
correlation that occurs naturally when a man-made
product, such as a drug, interacts with a naturally
occurring substance, such as blood, is aso
considered anatural principle because, whileit takes
a human action to trigger a manifestation of the
correlation, the correlation exists in principle apart
from any human action. These are illustrative
examples and are not intended to be limiting or
exclusive.

For this analysis, a claim focuses on a natural
principle when the natural principle is a limiting
element or step. In that case, the claim must be
analyzed (in Inquiry 3) to ensure that the claim is
directed to a practical application of the natural
principle that amountsto substantially more than the
natural principleitself. So, for instance, aclaim that
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recitesacorrelation used to make adiagnosisfocuses
on a natura principle and would require further
analysisunder Inquiry 3.

If anatural principleisnot alimitation of the claim,
the claim does not focus on the use of a natural
principle and requires no further analysis under this
procedure. If the claim focuses on an abstract idea,
such as stepsthat can be performed entirely inone’s
mind, methods of controlling human activity, or
mere plansfor performing an action, refer to M PEP
8§ 2106 to evaluate eligibility.

D. INQUIRY 3: Practical Application and
Preemption

Doesthe claim include additional elements/steps
or acombination of elements/stepsthat integrate
the natural principle into the claimed invention
such that the natural principle is practically
applied, and aresufficient to ensurethat theclaim
amounts to significantly more than the natural
principleitself? (Isit morethan alaw of nature
plusthegeneral instruction tosimply “apply it” ?)

A claim that focuses on use of a natura principle
must also include additional elements or steps to
show that the inventor has practically applied, or
added something significant to, the natural principle
itself. See Mayo, 566 U.S.at __, 132 S.Ct. at 1294,
101 USPQ2d at 1966. To show integration, the
additional elementsor steps must relate to the natural
principlein asignificant way to impose ameaningful
limit on the claim scope. The analysis turns on
whether the claim has added enough to show a
practical application. See id. at 1968. In other words,
the claim cannot cover the natural principle itself
such that it is effectively standing alone. A bare
statement of anaturally occurring correlation, albeit
a newly discovered natura correlation or very
narrowly confined correlation, would fail this
inquiry. See id. at 1965, 1971.

It isnot necessary that every recited element or step
integrate or relate to the natural principle aslong as
it is applied in some practical manner. However,
there must be at least one additional element or step
that applies, relies on or uses the natural principle
so that the claim amounts to significantly more than
thenatural principleitself. Elementsor stepsthat do
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not integrate the natural principle and are merely
appended to it would not be sufficient. In other
words, the additional elements or steps must not
smply amount to insignificant extra-solution activity
that imposes no meaningful limit on the performance
of the claimed invention. See id. at 1966. For
example, a claim to diagnosing an infection that
recites the step of correlating the presence of a
certain bacterium in a person’s blood with a
particular type of bacterial infection with the
additional step of recording the diagnosis on a chart
would not be eligible because the step of recording
the diagnosis on the chart is extra-solution activity
that is unrelated to the correlation and does not
integrate the correlation into the invention.

Along with integration, the additional steps must be
sufficient to ensure that the claim amounts to
significantly more than the natural principle itself
by including one or more el ements or stepsthat limit
the scope of the claim and do more than generally
describe the natural principle with generalized
instructionsto “apply it.” See id. at 1965, 1968. The
additional elements or steps must narrow the scope
of the claim such that others are not foreclosed from
using the natural principle (abasic tool of scientific
and technological work) for future innovation.
Elements or steps that are well-understood, purely
conventional, and routinely taken by othersin order
to apply the natural principle, or that only limit the
use to a particular technological environment
(field-of-use), would not be sufficiently specific. See
id. at 1968. A claim with steps that add something
of significanceto the natural lawsthemselveswould
be eligible because it would confine its reach to
particular patent-eligible applications of those laws,
such as a typical patent on a new drug (including
associated method claims) or anew way of using an
existing drug. See id. at 1971; see also 35 U.S.C.
100(b). In other words, the claim must be limited so
that it does not preempt the natural principle being
recited by covering every substantial practical
application of that principle. The process must have
additional features that provide practical assurance
that the process is more than a drafting effort
designed to monopolizethelaw of natureitself. See
id. at 1968.

A claim that would fail this inquiry includes, for
example, a claim having alimitation that describes
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a law of nature and additional steps that must be
taken in order to apply the law of nature by
establishing the conditions under which the law of
nature occurs such as a step of taking a sample
recited at a high level of generdlity to test for a
naturally occurring correlation. See id. at 1970.
Adding stepsto anatural biological processthat only
recitewell-understood, routine, conventional activity
previously engaged in by researchers in the field
would not be sufficient. See id. at 1966, 1970. A
combination of steps that amounts to nothing
significantly more than an instruction to doctorsto
“apply” applicable natural laws when treating their
patientswould a so not be sufficient. See id. at 1970.

Claims that do not include a natural principle as a
limitation do not raise issues of subject matter
eligibility under the law of nature exception. For
example, a claim directed to simply administering
aman-made drug that does not recite other steps or
elements directed to use of anatural principle, such
as a naturaly occurring correlation, would be
directed to eligible subject matter. Further, a claim
that recites anovel drug or anew use of an existing
drug, in combination with anatural principle, would
be sufficiently specific to be eigible because the
claim would amount to significantly more than the
natural principle itself. However, a claim does not
have to be novel or non-obvious to qualify as a
subject matter eligible claim. Moreover, aclaim that
is deemed eligible is not necessarily patentable
unless it also complies with the other statutory and
non-statutory considerations for patentability under
35 U.S.C. 101 (utility and double patenting), 102,
103, 112, and non-statutory double patenting.

The weighing factors used in MPEP_§ 2106 are
useful tools for assisting in the evaluation. For
convenience, these factors and how they may assist
in the analysis are summarized below.

E. Relevant Factors Useful for Inquiry 3

The following factors can be used to analyze the
additional featuresin the claim to determine whether
the clam recites a patent-eligible practica
application of a natura principle and assist in
answering Inquiry 3 above. Many of these factors
originate from past eigibility factors, including the
‘Machine-or-Transformation”  (M-or-T)  test.
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However, satisfying the M-or-T factors does not
ensure eligibility if the claim features that include a
particular machine or transformation do not integrate
the natural principle into the claimed invention to
show that the natural principleis practically applied,
and are not sufficient to ensure that the claim
amounts to significantly more than the natura
principle itself.

» Appending conventional steps, specified at a
high level of generality, to a natural principle does
not make the claim patent-eligible.

» Steps that amount to instructions that are
well-understood, routine, conventional activity,
previously engaged in by those in the field add
nothing specific to the natural principle that would
render it patent-eligible.

* A claim that covers known and unknown uses
of anatural principle and can be performed through
any existing or future-devised machinery, or even
without any apparatus, would lack features that are
sufficient for eligibility.

* A particular machine or transformation recited
inmore than general terms may be sufficient to limit
the application to just one of severa possible
machines or just one of several possible changesin
state, such that the claim does not cover every
substantial practical application of a natura
principle. This can be contrasted with only adding
features that limit the application to a certain
technologica environment (e.g., for usein catalytic
conversion systems), which would cover every
substantial practical application in that field.

 Additional limitations that are necessary for
al practical applications of the natura principle,
such that everyone practicing the natura principle
would be required to perform those steps or every
product embodying that natural principle would be
required to include those features, would not be
sufficient.

* A particular machine or transformation recited
in a claim can show how the natural principle is
integrated into a practical application by describing
the detail s of how that machine and its specific parts
implement the natural principle (e.g., the partsof an
internal combustion engine apply the concept of
combustion to produce energy) or how the
transformation relates to or implements the natural
principle (e.g., using ionization in a manufacturing
process).
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* A machine or transformation that is merely
nominaly, insignificantly, or tangentially related to
the steps or elements, e.g., data gathering or data
storage, would not show integration. For example,
amachine that is smply incidental to execution of
the method (using a computer as a counter balance
weight and not as a processing device) rather than
an object that implements the method or a
transformation that involves only a change of
position or location of an object rather than achange
in state or thing does not show that these additional
features integrate the natural principle into the
invention as they are incidental to the claimed
invention.

. Complete absence of a
machine-or-transformation in a claim signals the
likelihood that the claim is directed to a natural
principle and has not been instantiated (e.g., is
disembodied or can be performed entirely in one’s
mind.)

* A mere statement of ageneral concept (natural
principle) would effectively monopolize that
concept/principle and would be insufficient. This
can be contrasted with a tangible implementation
with elements or steps that are recited with
specificity such that all substantial applications are
not covered. Such specificity may be achieved with
observable and verifiable steps, for example, rather
than subjective or imperceptible steps.

IV. SAMPLE ANALYSIS

A. Sample Claim Drawn to a Patent-Eligible
Practical Application - Diamond v. Diehr

1. A method of operating arubber-molding pressfor
precision molded compoundswith theaid of adigital
computer, comprising:

providing said computer with a data base for said
pressincluding at least, natural logarithm conversion
data (In), the activation energy constant (C) unique
to each batch of said compound being molded, and
a constant (x) dependent upon the geometry of the
particular mold of the press,

initiating an interval timer in said computer upon

the closure of the press for monitoring the elapsed
time of said closure,
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constantly determining the temperature (Z) of the
mold at alocation closely adjacent to the mold cavity
in the press during molding, constantly providing
the computer with the temperature (Z),

repetitively calculating in the computer, at frequent
intervals during each cure, the Arrhenius equation
for reaction time during the cure, whichisinv =CZ
+ X where v isthetotal required curetime,

repetitively comparing in the computer at said
frequent intervals during the cure each said
calculation of thetotal required curetime cal culated
with the Arrhenius equation and said elapsed time,

and opening the press automatically when a said
comparison indicates equival ence.

The above claim was found to be a patent-eligible
practical applicationin Diamond v. Diehr, 450 U.S.
175, 209 USPQ 1 (1981). Recently, the Supreme
Court looked back to this claim as an example of a
patent-eligible practical application as explained in
the following excerpt from Mayo:

The Court pointed out that the basic
mathematical equation, like alaw of nature,
was not patentable. But it found the overall
process patent eligible because of the way the
additional steps of the process integrated the
eguation into the process as awhole. Those
stepsincluded “installing rubber in a press,
closing the mold, constantly determining the
temperature of the mold, constantly

recal cul ating the appropriate cure time through
the use of the formula and a digital computer,
and automatically opening the press at the
proper time.” [ ] It nowhere suggested that all
these steps, or at |east the combination of those
steps, were in context obvious, already in use,
or purely conventional. And so the patentees
did not “seek to pre-empt the use of [the]
eguation,” but sought “only to foreclose from
others the use of that equation in conjunction
with all of the other stepsin their claimed
process.” [ ] These other steps apparently added
to the formula something that in terms of patent
law’s objectives had significance—they
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transformed the process into an inventive
application of the formula. Mayo, 566 U.S.at
_,132S.Ct. at 1298-99, 101 USPQ2d at 1969
(emphasis added).

This claim would pass Inquiries 1-3 in the above
analysisasitisaprocessthat includestheArrhenius
equation as a limitation, with additional steps that
integrate the A rrhenius equation into the process and
are sufficient to narrow the scope of the claim so
that others are not foreclosed from using the
Arrhenius equation in different applications.

B. Sample Claim Drawn to Ineligible Subject
Matter - Mayo 566 U.S.at __, 132 S.Ct. at 1295,
101 USPQ2d at 1966-67.

1. A method of optimizing therapeutic efficacy for
treatment of an immune-mediated gastrointestinal
disorder, comprising:

(a) administering a drug providing 6-thioguanine to
a subject having said immune-mediated
gastrointestinal disorder; and

(b) determining the level of 6-thioguanine in said
subject having said immune-mediated
gastrointestinal disorder,

wherein the level of 6-thioguanine less than about

230 pmol per 8x10° red blood cellsindicates aneed
to increase the amount of said drug subsequently
administered to said subject and

wherein thelevel of 6-thioguanine greater than about

400 pmol per 8x108 red blood cellsindicates aneed
to decrease the amount of said drug subsequently
administered to said subject.

Theaboveclamwasfoundto beineligiblein Mayo.
The Supreme Court determined that the claim
focused on use of alaw of nature that was given
weight during prosecution of the claim — specifically
the rel ationships between concentrations of certain
metabolites in the blood and the likelihood that a
dosage of a thiopurine drug will prove ineffective
or cause harm. See id. 566 U.S.at __, 132 S.Ct. at
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1298, 101 USPQ2d at 1968-69. The Court analyzed
the claim asfollows:

The question before us is whether the claims
do significantly more than simply describe
these natural relations. To put the matter more
precisely, do the patent claims add enough to
their statements of the correlationsto allow the
processes they describe to qualify as
patent-eligible processes that apply natural
laws? We believe that the answer to this
questionisno. 1d. 566 U.S.at _ , 132 S.Ct. at
1297, 101 USPQ2d at 1968.
The upshot is that the three steps simply tell
doctors to gather data from which they may
draw an inference in light of the correlations.
To put the matter more succinctly, the claims
inform a relevant audience about certain laws
of nature; any additional steps consist of well
understood, routine, conventional activity
aready engaged in by the scientific community;
and those steps, when viewed as awhole, add
nothing significant beyond the sum of their
parts taken separately. For these reasons we
believe that the steps are not sufficient to
transform unpatentable natural correlationsinto
patentable applications of those regularities.
Id. 566 U.S.at __, 132 S.Ct. at 1298, 101
USPQ2d at 1968.

Thisclaim would pass Inquiries 1-2 and fail Inquiry
3. It is a process claim that includes a natural
principle that was construed as a limiting feature of
a claim during prosecution - the natural principle
being the naturally occurring relationships noted
above, which are aconsegquence of thewaysinwhich
thiopurine compounds are metabolized by the body.
The Court emphasized that while it takes a human
action to trigger amanifestation of thisrelationin a
particular person, thereationitself existsin principle
apart from any human action. See id. 566 U.S.at
_, 132 SCt. at 1297, 101 USPQ2d at 1967. The
additional steps integrate the relationship into the
process as the administering step involves the
thiopurine drug, the determining step establishesthe
thiopurine drug level and the wherein clauses set
forth the critical levels. The steps are not sufficient,
however, to narrow the application such that others
could still make use of the naturally occurring
relationship in other practical applications. Theclaim
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essentialy setsforth alaw of naturewith generalized
instructions to apply it.

C. Making a Rgjection

After performing the appropriate Inquiries, aclaim
that fails Inquiry 3 should be rejected under 35
U.S.C. 101 as not being drawn to patent-eligible
subject matter. When making the rejection, identify
the natural principle, identify that the claim is
effectively directed to a natural principleitself, and
explain the reason(s) that the additional claim
features or combination of features, when the claim
is taken as a whole, fail to integrate the natural
principle into the claimed invention so that the
natural principleispracticaly applied, and/or fail to
be sufficient to ensure that the claim amounts to
significantly more than the natural principle itself.

A samplerejection of thefollowing claim could read
asfollows:

Claim 1. A method of determining effective dosage
of insulin to a patient, comprising the steps of
administering a dose of insulin to a patient, testing
the patient’s blood for the blood sugar level, and
evaluating whether the insulin dosage is effective
based on the blood sugar level.

Analysis:

The claim passes Inquiry 1 becauseit isdrawn
to a process.

The claim passes Inquiry 2 because anaturally
occurring correl ation between insulin and blood
glucose levelsis alimitation of the claim.

The claim does not pass Inquiry 3 because,
although the additional stepsintegrate or make
use of the correlation in the process by
administering insulin in one step and testing
for the correlation in another step, the stepsare
not sufficient to ensure that the claim amounts
to significantly more than the correlation itself
since every application of the correlation would
require an administration of insulin and testing
of blood to observe the relationship between
insulin and blood glucose levels.

Therejection:
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Claim lisrejected under 35 U.S.C. 101 becausethe
clamedinventionisdirected to non-statutory subject
matter because it is not a patent-eligible practical
application of alaw of nature. The claim is directed
to anaturally occurring correlation between insulin
and blood glucose levels. The combination of steps
recited in the claim taken as a whole, including the
steps of administering insulin to a patient and testing
blood sugar levels, are not sufficient to qualify asa
patent-eligible practical application as the claim
covers every substantial practical application of the
correlation.

D. Evaluating a Response

A proper response to arejection based on failure to
claim patent-eligible subject matter would be an
amendment adding additional steps/features or
amending existing steps/features that integrate the
natural principle into the process (by practicaly
applying or making use of the principle) and are
sufficient to limit the application of the natural
principleto morethan the principleitself + stepsthat
do more than smply “apply it” at a high level of
generality. Examples of both eligible and ineligible
hypothetical claims follow. It would aso be proper
for the applicant to present persuasive arguments
that the additional steps add something significantly
moreto the claim than merely describing the natural
principle. A showing that the steps are not routine,
well-known or conventional could be persuasive.

For example, a clam that uses the natural
disinfecting properties of sunlight would require
additional steps beyond exposing an item requiring
disinfection to sunlight. The additional steps could
involve constructing a sanitizing device that uses
ultraviolet light for disinfection with steps that
integrate the ultraviolet light into the device and are
sufficient to confine the use of the ultraviolet light
to a particular application (not so broad as to cover
all practical ways of applying ultraviolet light). A
claim that sets forth the relationship between blood
glucose levels and the incidence of diabetes would
require additional steps that do significantly more
to apply this principle than conventional blood
sample testing or diagnostic activity based on
recognizing a threshold blood glucose level. Such
additional steps could involve atesting technique or
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treatment steps that would not be conventional or
routine.

Seethe 2012 Interim Procedure for Laws of Nature
guidance memo issued July 3, 2012 and posted on
the USPTO Web site (http://www.uspto.gov
[patents/law/exam/2012_interim_guidance.pdf)
for additional examples.

2107 Guidelinesfor Examination of
Applicationsfor Compliancewith the Utility
Requirement [R-11.2013]

. INTRODUCTION

The following Guidelines establish the policies and
procedures to be followed by Office personnel in
the evaluation of any patent application for
compliance with the utility requirements of 35
U.S.C. 101 and 35 U.S.C. 112(a), or pre-AlA 35
U.S.C. 112, first paragraph. These Guidelines have
been promulgated to assist Office personnel in their
review of applicationsfor compliance with the utility
requirement. The Guidelines do not ater the
substantive requirements of 35 U.S.C. 101 and 35
U.S.C. 112, nor are they designed to obviate the
examiner’'s review of applications for compliance
with all other statutory requirementsfor patentability.
The Guidelines do not constitute substantive
rulemaking and hence do not have the force and
effect of law. Rejections will be based upon the
substantive law, and it is these rejections which are
appealable. Consequently, any perceived failure by
Office personnel to follow these Guidelinesisneither
appealable nor petitionable.

[I. EXAMINATION GUIDELINESFOR THE
UTILITY REQUIREMENT

Office personnel are to adhere to the following
procedures when reviewing patent applications for
compliance with the “useful invention” (“utility”)
requirement of 35 U.S.C. 101 and 35 U.S.C. 112(a)
or pre-AlA 35 U.S.C. 112, first paragraph.

(A) Read the claims and the supporting written
description.(1) Determine what the applicant has
claimed, noting any specific embodiments of the
invention.
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(2) Ensure that the claims define statutory
subject matter (i.e., aprocess, machine, manufacture,
composition of matter, or improvement thereof).

(3) If a any time during the examination,
it becomes readily apparent that the claimed
invention has a well-established utility, do not
impose a rejection based on lack of utility. An
invention has awell-established utility if (i) aperson
of ordinary skill in the art would immediately
appreciate why the invention is useful based on the
characteristics of the invention (e.g., properties or
applications of a product or process), and (ii) the
utility is specific, substantial, and credible.

(B) Review the claims and the supporting
written description to determine if the applicant has
asserted for the claimed invention any specific and
substantial utility that iscredible:(1) If the applicant
has asserted that the claimed invention is useful for
any particular practical purpose (i.e., it has a
“gpecific and substantial utility”) and the assertion
would be considered credible by aperson of ordinary
skill in the art, do not impose a rejection based on
lack of utility.(i) A claimed invention must have a
specific and substantial utility. This reguirement
excludes “throw-away,”  “insubstantial,” or
“nonspecific” utilities, such asthe use of acomplex
invention aslandfill, asaway of satisfying the utility
requirement of 35 U.S.C. 101.

(i) Credibility is assessed from the
perspective of one of ordinary skill intheartinview
of the disclosure and any other evidence of record
(e.g., test data, affidavits or declarationsfrom experts
in the art, patents or printed publications) that is
probative of the applicant’s assertions. An applicant
need only provide one credible assertion of specific
and substantial utility for each claimed invention to
satisfy the utility requirement.

(2) If no assertion of specific and substantial
utility for the claimed invention made by the
applicantiscredible, and the claimed invention does
not have a readily apparent well-established utility,
reject the clam(s) under 35 U.S.C. 101 on the
grounds that the invention as claimed lacks utility.
Also regject the claims under 35 U.S.C. 112(a) or
pre-AlA 35U.S.C. 112 first paragraph, onthe basis
that the disclosure fails to teach how to use the
invention as claimed. The 35 U.S.C. 112(a) or
pre-AlA 35 U.S.C. 112, first paragraph, rejection
imposed in conjunction with a 35 U.S.C. 101
rejection shouldincorporate by referencethe grounds
of the corresponding 35 U.S.C. 101 rejection.
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(3) If the applicant has not asserted any
specific and substantial utility for the claimed
invention and it does not have a readily apparent
well-established utility, impose arejection under 35
U.S.C. 101, emphasizing that the applicant has not
disclosed a specific and substantial utility for the
invention. Also impose a separate rejection under
35 U.S.C. 112(a) or pre-AlA 35 U.S.C. 112 first
paragraph, on the basis that the applicant has not
disclosed how to use the invention due to the lack
of a specific and substantial utility. The 35 U.S.C.
101 and 35 U.S.C. 112 rejections shift the burden
of coming forward with evidence to the applicant
to:(i) Explicitly identify a specific and substantial
utility for the claimed invention; and

(i) Provide evidence that one of
ordinary skill in the art would have recognized that
the identified specific and substantial utility was
well-established at the time of filing. The examiner
should review any subsequently submitted evidence
of utility using the criteria outlined above. The
examiner should also ensure that thereis an adequate
nexus between the evidence and the properties of
the now claimed subject matter as disclosed in the
application as filed. That is, the applicant has the
burden to establish a probative relation between the
submitted evidence and the originally disclosed
properties of the claimed invention.

(C) Any rejection based on lack of utility
should include a detailed explanation why the
claimed invention has no specific and substantial
credible utility. Whenever possible, the examiner
should provide documentary evidence regardless of
publication date (e.g., scientific or technica journals,
excerpts from treatises or books, or U.S. or foreign
patents) to support the factual basis for the prima
facie showing of no specific and substantial credible
utility. If documentary evidenceis not available, the
examiner should specifically explain the scientific
basis for his or her factua conclusions.(1) Where
the asserted utility is not specific or substantial, a
prima facie showing must establish that it is more
likely than not that a person of ordinary skill in the
art would not consider that any utility asserted by
the applicant would be specific and substantial. The

prima facie showing must contain the following
dements:(i) An explanation that clearly sets forth
the reasoning used in concluding that the asserted
utility for the claimed invention is not both specific
and substantial nor well-established;
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(i) Support for factual findings
relied upon in reaching this conclusion; and

(iii) An evaluation of al relevant
evidence of record, including utilities taught in the
closest prior art.

(2) Where the asserted specific and
substantial utility is not credible, a prima facie
showing of no specific and substantial credible utility
must establish that it is more likely than not that a
person skilled in the art would not consider credible
any specific and substantial utility asserted by the
applicant for the claimed invention. The primafacie
showing must contain the following elements:(i)
An explanation that clearly sets forth the reasoning
used in concluding that the asserted specific and
substantial utility is not credible;

(i) Support for factual findings
relied upon in reaching this conclusion; and

(iii) An evaluation of al relevant
evidence of record, including utilities taught in the
closest prior art.

(3) Where no specific and substantial
utility is disclosed or is well-established, a prima
facie showing of no specific and substantial utility
need only establish that applicant has not asserted a
utility and that, on the record before the examiner,
thereis no known well-established utility.

(D) A rejection based on lack of utility
should not be maintained if an asserted utility for
the claimed invention would be considered specific,
substantial, and credible by aperson of ordinary skill
intheart in view of al evidence of record.

Office personnel are reminded that they must treat
as true a statement of fact made by an applicant in
relation to an asserted utility, unless countervailing
evidence can be provided that shows that one of
ordinary skill in the art would have alegitimate basis
to doubt the credibility of such a statement.
Similarly, Office personnel must accept an opinion
from a qualified expert that is based upon relevant
facts whose accuracy is not being questioned; it is
improper to disregard the opinion solely because of
a disagreement over the significance or meaning of
the facts offered.

Once a prima facie showing of no specific and
substantial credible utility has been properly
established, the applicant bears the burden of
rebutting it. The applicant can do this by amending
the claims, by providing reasoning or arguments, or
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by providing evidence in the form of a declaration
under 37 CFR 1.132 or a patent or a printed
publication that rebutsthe basis or logic of the prima
facie showing. If the applicant respondsto the prima
facie rejection, the Office personnel should review
the original disclosure, any evidence relied uponin
establishing the prima facie showing, any claim
amendments, and any new reasoning or evidence
provided by the applicant in support of an asserted
specific and substantial credible utility. It isessential
for Office personnel to recognize, fully consider and
respond to each substantive element of any response
to a rgjection based on lack of utility. Only where
the totality of the record continues to show that the
asserted utility is not specific, substantial, and
credible should a rejection based on lack of utility
be maintained.

If the applicant satisfactorily rebuts a prima facie
rejection based on lack of utility under 35 U.S.C.
101, withdraw the 35 U.S.C. 101 rejection and the
corresponding rejection imposed under 35 U.S.C.
112(a) or pre-AlA 35 U.S.C. 112, first paragraph.

2107.01 General PrinciplesGoverning Utility
Regections [R-11.2013]

35U.SC. 101 Inventions patentable

Whoever invents or discovers any new and useful process, machine,
manufacture, or composition of matter, or any new and useful
improvement thereof may obtain a patent therefor, subject to the
conditions and requirements of thistitle.

See M PEP § 2107 for guidelinesfor the examination
of applications for compliance with the utility
requirement of 35 U.S.C. 101.

The Office must examine each application to ensure
compliance with the “useful invention” or utility
requirement of 35 U.S.C. 101. In discharging this
obligation, however, Office personnel must keep in
mind severa general principles that control
application of the utility requirement. Asinterpreted
by the Federal courts, 35 U.S.C. 101 has three
purposes. First, 35 U.S.C. 101 limits an inventor to
ONE patent for a claimed invention. If more than
one patent is sought, a patent applicant will receive
a statutory double patenting rejection for claims
included in more than one application that are
directed to the same invention. See M PEP § 804.
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Second, 35 U.S.C. 101 defines which categories of
inventions are eligible for patent protection. An
invention that is not a machine, an article of
manufacture, a composition or a process cannot be
patented. See Diamond v. Chakrabarty, 447 U.S.
303, 206 USPQ 193 (1980); Diamond v. Diehr, 450
U.S. 175, 209 USPQ 1 (1981); In re Nuijten, 500
F.3d 1346, 1354, 84 USPQ2d 1495, 1500 (Fed. Cir.
2007). Third 35 U.S.C. 101 serves to ensure that
patents are granted on only thoseinventionsthat are
“useful.” This second purpose has a Constitutional
footing — Avrticle |, Section 8 of the Constitution
authorizes Congress to provide exclusive rights to
inventors to promote the “useful arts” See Carl
Zeiss Siiftung v. Renishaw PLC, 945 F.2d 1173, 20
USPQ2d 1094 (Fed. Cir. 1991). Thus, to satisfy the
requirements of 35 U.S.C. 101, an applicant must
claim an invention that is statutory subject matter
and must show that the claimed inventionis* useful”
for some purpose either explicitly or implicitly.
Application of this latter element of 35 U.S.C. 101
isthe focus of these guidelines.

Deficiencies under the “useful invention”
requirement of 35 U.S.C. 101 will arise in one of
two forms. Thefirst iswhereit is not apparent why
the invention is “useful.” This can occur when an
applicant failsto identify any specific and substantial
utility for the invention or fails to disclose enough
information about the invention to make its
usefulness immediately apparent to those familiar
with the technological field of the invention.
Brenner v. Manson, 383 U.S. 519, 148 USPQ 689
(1966); In re Fisher, 421 F.3d 1365, 76 USPQ2d
1225 (Fed. Cir. 2005); InreZiegler, 992 F.2d 1197,
26 USPQ2d 1600 (Fed. Cir. 1993). The second type
of deficiency arises in the rare instance where an
assertion of specific and substantial utility for the
invention made by an applicant is not credible.

I. SPECIFIC AND SUBSTANTIAL
REQUIREMENTS

To satisfy 35 U.S.C. 101, an invention must be
“useful.” Courts have recognized that the term
“useful” used with reference to the utility
requirement can be a difficult term to define.
Brenner v. Manson, 383 U.S. 519, 529, 148 USPQ
689, 693 (1966) (simple everyday word like“ useful”
can be “pregnant with ambiguity when applied
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to the facts of life”). Where an applicant has set
forth a specific and substantial utility, courts have
been reluctant to uphold arejection under 35 U.S.C.
101 solely on the basis that the applicant’s opinion
asto the nature of the specific and substantial utility
was inaccurate. For example, in Nelson v. Bowler,
626 F.2d 853, 206 USPQ 881 (CCPA 1980), the
court reversed a finding by the Office that the
applicant had not set forth a*“practical” utility under
35 U.S.C. 101. In this case the applicant asserted
that the composition was “useful” in a particular
pharmaceutical application and provided evidence
to support that assertion. Courts have used the labels
“practical utility,” “substantial utility,” or “specific
utility” to refer to this aspect of the “useful
invention” requirement of 35 U.S.C. 101. The Court
of Customs and Patent Appeals has stated:

Practical utility is a shorthand way of
attributing “real-world” value to claimed
subject matter. In other words, one skilled in
the art can use aclaimed discovery inamanner
which provides some immediate benefit to the
public.

Nelson v. Bowler, 626 F.2d 853, 856, 206 USPQ
881, 883 (CCPA 1980).

Practical considerations require the Office to rely
on the inventor’'s understanding of his or her
invention in determining whether and in what regard
an invention is believed to be “useful.” Because of
this, Office personnel should focus on and be
receptive to assertions made by the applicant that an
invention is “useful” for a particular reason.

A. Specific Utility

A “specific utility” is specific to the subject matter
claimed and can “provide a well-defined and
particular benefit to the public.” In re Fisher, 421
F.3d 1365, 1371, 76 USPQ2d 1225, 1230 (Fed. Cir.
2005). This contrasts with a general utility that
would be applicable to the broad class of the
invention. Office personnel should distinguish
between situations where an applicant has disclosed
aspecific usefor or application of theinvention and
situations where the applicant merely indicates that
the invention may prove useful without identifying
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with specificity why it is considered useful. For
example, indicating that a compound may be useful
in treating unspecified disorders, or that the
compound has* useful biological” properties, would
not be sufficient to define a specific utility for the
compound. See, e.g., InreKirk, 376 F.2d 936, 153
USPQ 48 (CCPA 1967); Inre Joly, 376 F.2d 906,
153 USPQ 45 (CCPA 1967). Similarly, a claim to
apolynucleotide whose use is disclosed simply asa
“gene probe” or “chromosome marker” would not
be considered to be specific in the absence of a
disclosure of a specific DNA target. See In re
Fisher, 421 F.3d at 1374, 76 USPQ2d at 1232 (“Any
EST [expressed sequence tag] transcribed from any
gene in the maize genome has the potential to
perform any one of the alleged uses.... Nothing
about [applicant’s] seven aleged uses set the five
claimed ESTs apart from the more than 32,000 EST's
disclosed in the [ ] application or indeed from any
EST derived from any organism. Accordingly, we
conclude that [applicant] has only disclosed general
uses for its claimed ESTs, not specific ones that
satisfy § 101.”). A genera statement of diagnostic
utility, such as diagnosing an unspecified disease,
would ordinarily be insufficient absent a disclosure
of what condition can be diagnosed. Contrast the
situation where an applicant discloses a specific
biological activity and reasonably correlates that
activity to a disease condition. Assertions falling
within the latter category are sufficient to identify a
specific utility for the invention. Assertions that fall
in the former category are insufficient to define a
specific utility for the invention, especidly if the
assertion takes the form of a general statement that
makes it clear that a “useful” invention may arise
from what has been disclosed by the applicant.
Knapp v. Anderson, 477 F.2d 588, 177 USPQ 688
(CCPA 1973).

B. Substantial Utility

“[A]n application must show that an invention is
useful to the public as disclosed in its current form,
not that it may prove useful at some future date after
further research. Simply put, to satisfy the
‘substantial’ utility requirement, an asserted use must
show that the claimed invention has a significant
and presently available benefit to the public”
Fisher, 421 F.3d at 1371, 76 USPQ2d at 1230. The
claimsatissuein Fisher were directed to expressed
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sequence tags (ESTS), which are short nucleotide
sequences that can be used to discover what genes
and downstream proteinsare expressed inacell. The
court held that “the claimed ESTs can be used only
to gain further information about the underlying
genes and the proteins encoded for by those genes.
The claimed ESTs themselves are not an end of
[applicant’s] research effort, but only tools to be
used along the way in the search for a practica
utility.... [Applicant] does not identify the function
for the underlying protein-encoding genes. Absent
such identification, we hold that the claimed ESTs
have not been researched and understood to the point
of providing an immediate, well-defined, real world
benefit to the public meriting the grant of a patent.”

Id. a 1376, 76 USPQ2d at 1233-34). Thus a
“substantial utility” defines a “real world” use.
Utilitiesthat require or congtitute carrying out further
research to identify or reasonably confirm a “real
world” context of use are not substantial utilities.
For example, both a therapeutic method of treating
aknown or newly discovered disease and an assay
method for identifying compounds that themselves
have a “substantia utility” define a “rea world”
context of use. An assay that measures the presence
of a material which has a stated correlation to a
predisposition to the onset of a particular disease
condition would also define a “real world” context
of use in identifying potential candidates for
preventive measures or further monitoring. On the
other hand, the following are examples of situations
that require or congtitute carrying out further research
to identify or reasonably confirm a “real world”
context of use and, therefore, do not define
“substantial utilities’:

(A) Basic research such as studying the
properties of the claimed product itself or the
mechanisms in which the material isinvolved;

(B) A method of treating an unspecified disease
or condition;

(C) A method of assaying for or identifying a
material that itself has no specific and/or substantial
utility;

(D) A method of making a material that itself
has no specific, substantial, and credible utility; and

(E) A claim to an intermediate product for use
in making a final product that has no specific,
substantial and credible utility.
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Office personnel must be careful not to interpret the
phrase “immediate benefit to the public” or similar
formulationsin other casesto mean that products or
services based on the claimed invention must be
“currently available” to the publicin order to satisfy
the utility requirement. See, eg., Brenner v.
Manson, 383 U.S. 519, 534-35, 148 USPQ 689, 695
(1966). Rather, any reasonable use that an applicant
has identified for the invention that can be viewed
as providing a public benefit should be accepted as
sufficient, at least with regard to defining a
“substantial” utility.

C. Research Tools

Some confusion can result when one attempts to
label certain types of inventions as not being capable
of having a specific and substantial utility based on
the setting in which the invention isto be used. One
example is inventions to be used in a research or
laboratory setting. Many research tools such as gas
chromatographs, screening assays, and nucleotide
sequencing techniques have a clear, specific and
unquestionable utility (e.g., they are useful in
analyzing compounds). An assessment that focuses
on whether aninvention is useful only in aresearch
setting thus does not address whether the invention
isin fact “useful” in a patent sense. Instead, Office
personnel must distinguish between inventions that
have a specifically identified substantial utility and
inventions whose asserted utility requires further
research to identify or reasonably confirm. Labels
such as “research tool,” “intermediate” or “for
research purposes’ are not helpful in determining if
an applicant hasidentified aspecific and substantial
utility for the invention.

II. WHOLLY INOPERATIVE INVENTIONS,
“INCREDIBLE” UTILITY

An invention that is “inoperative” (i.e., it does not
operate to produce the results claimed by the patent
applicant) isnot a“useful” invention in the meaning
of the patent law. See, e.g., Newman v. Quigg,
877 F.2d 1575, 1581, 11 USPQ2d 1340, 1345 (Fed.
Cir. 1989); In re Harwood, 390 F.2d 985, 989,
156 USPQ 673, 676 (CCPA 1968) (“An inoperative
invention, of course, does not satisfy the requirement
of 35 U.S.C. 101 that an invention be useful.”).
However, as the Federal Circuit has stated, “[t]o
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violate [35 U.S.C.] 101 the claimed device must be
totally incapable of achieving a useful result.”
Brooktree Corp. v. Advanced Micro Devices, Inc.,
977 F.2d 1555, 1571, 24 USPQ2d 1401, 1412 (Fed.
Cir. 1992) (emphasis added). See also E.I. du Pont
De Nemours and Co. v. Berkley and Co., 620 F.2d
1247, 1260 n.17, 205 USPQ 1, 10 n.17 (8th Cir.
1980) (“A small degree of utility is sufficient . . .
The claimed invention must only be capable of
performing some beneficial function . . . An
invention does not lack utility merely because the
particular embodiment disclosed in the patent lacks
perfection or performs crudely . . . A commercially
successful product is not required . . . Nor is it
essential that the invention accomplish al its
intended functions. . . or operate under al conditions
.. . partial success being sufficient to demonstrate
patentable utility . . . In short, the defense of
non-utility cannot be sustained without proof of total
incapacity.” If an invention is only partialy
successful in achieving a useful result, a rejection
of the claimed invention as awhole based on alack
of utility is not appropriate. See In re Brana, 51
F.3d 1560, 34 USPQ2d 1436 (Fed. Cir. 1995); In
re Gardner, 475 F.2d 1389, 177 USPQ 396 (CCPA),
reh’g denied, 480 F.2d 879 (CCPA 1973); Inre
Marzocchi, 439 F.2d 220, 169 USPQ 367 (CCPA
1971).

Situations where an invention is found to be
“inoperative” and thereforelacking in utility arerare,
and rejections maintained solely on this ground by
a Federal court even rarer. In many of these cases,
the utility asserted by the applicant was thought to
be “incredible in the light of the knowledge of the
art, or factualy miseading” when initialy
considered by the Office. In re Citron, 325 F.2d
248, 253, 139 USPQ 516, 520 (CCPA 1963). Other
cases suggest that on initial evaluation, the Office
considered the asserted utility to beinconsistent with
known scientific principles or “speculative at best”
as to whether attributes of the invention necessary
to impart the asserted utility were actually present
in the invention. In re Schert, 566 F.2d 1154, 196
USPQ 209 (CCPA 1977). However cast, the
underlying finding by the court in these cases was
that, based on the factual record of the case, it was
clear that the invention could not and did not work
as the inventor claimed it did. Indeed, the use of
many labels to describe a single problem (e.g., a
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false assertion regarding utility) has led to some of
the confusion that exists today with regard to a
rejection based on the “utility” requirement.
Examples of such cases include: an invention
asserted to change the taste of food using amagnetic
field (Fregeau v. Mossinghoff, 776 F.2d 1034, 227
USPQ 848 (Fed. Cir. 1985)), a perpetual motion
machine (Newman v. Quigg, 877 F.2d 1575, 11
USPQ2d 1340 (Fed. Cir. 1989)), a flying machine
operating on “flapping or flutter function” (In re
Houghton, 433 F.2d 820, 167 USPQ 687 (CCPA
1970)), a“cold fusion” processfor producing energy
(InreSwartz, 232 F.3d 862, 56 USPQ2d 1703 (Fed.
Cir. 2000)), a method for increasing the energy
output of fossil fuels upon combustion through
exposureto amagneticfield (InreRuskin, 354 F.2d
395, 148 USPQ 221 (CCPA 1966)), uncharacterized
compositions for curing awide array of cancers (In
re Citron, 325 F.2d 248, 139 USPQ 516 (CCPA
1963)), and amethod of controlling the aging process
(In re Eltgroth, 419 F.2d 918, 164 USPQ 221
(CCPA 1970)). These examplesarefact specific and
should not be applied asa per serule. Thus, in view
of the rare nature of such cases, Office personnel
should not label an asserted utility “incredible”
“gpeculative” or otherwise unless it is clear that a
rejection based on “lack of utility” is proper.

I11. THERAPEUTIC OR
PHARMACOLOGICAL UTILITY

Inventions asserted to have utility in the treatment
of human or animal disorders are subject to the same
legal requirements for utility as inventions in any
other field of technology. In re Chilowsky, 229 F.2d
457, 461-2, 108 USPQ 321, 325 (CCPA 1956)
(“There appears to be no basis in the statutes or
decisionsfor requiring any more conclusive evidence
of operativeness in one type of case than another.
The character and amount of evidence needed may
vary, depending on whether the alleged operation
described in the application appears to accord with
or to contravene established scientific principles or
to depend upon principles alleged but not generally
recognized, but the degree of certainty as to the
ultimate fact of operativeness or inoperativeness
should bethesamein al cases’); Inre Gazave, 379
F.2d 973, 978, 154 USPQ 92, 96 (CCPA 1967)
(“Thus, in the usual case where the mode of
operation alleged can be readily understood and
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conforms to the known laws of physics and
chemistry, operativeness is not questioned, and no
further evidence is required”). As such,
pharmacological or therapeutic inventions that
provide any “immediate benefit to the public” satisfy
35U.S.C. 101. The utility being asserted in Nelson
related to acompound with pharmacological utility.
Nelson v. Bowler, 626 F.2d 853, 856, 206 USPQ
881, 883 (CCPA 1980). Office personnel shouldrely
on Nelson and other cases as providing general
guidance when evaluating the utility of aninvention
that is based on any therapeutic, prophylactic, or
pharmacological activities of that invention.

Courts have repeatedly found that the mere
identification of a pharmacological activity of a
compound that is relevant to an asserted
pharmacological use providesan “immediate benefit
to the public’ and thus satisfies the utility
requirement. As the Court of Customs and Patent
Appealsheldin Nelson v. Bowler:

Knowledge of the pharmacological activity of
any compound is obviously beneficia to the
public. It is inherently faster and easier to
combat illnesses and aleviate symptomswhen
themedical profession isarmed with an arsenal
of chemicals having known pharmacological
activities. Since it is crucia to provide
researchers with an incentive to disclose
pharmacological activities in as many
compounds as possible, we conclude that
adequate proof of any such activity constitutes
ashowing of practical utility.

Nelson v. Bowler, 626 F.2d 853, 856, 206 USPQ
881, 883 (CCPA 1980).

In  Nelson v. Bowler, the court addressed the
practical utility requirement in the context of an
interference proceeding. Bowler challenged the
patentability of the invention claimed by Nelson on
the basis that Nelson had failed to sufficiently and
persuasively disclose in his application a practica
utility for the invention. Nelson had developed and
claimed aclass of synthetic prostaglandins model ed
on naturally occurring prostaglandins. Naturally
occurring prostaglandins are bioactive compounds
that, at the time of Nelson’s application, had a
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recognized value in pharmacology (eg., the
stimul ation of uterine smooth muscle which resulted
in labor induction or abortion, the ability to raise or
lower blood pressure, etc.). To support the utility he
identified in his disclosure, Nelson included in his
application the results of tests demonstrating the
bioactivity of his new substituted prostaglandins
relative to the bioactivity of naturally occurring
prostaglandins. The court concluded that Nelson had
satisfied the practical utility requirement in
identifying the synthetic prostaglandins as
pharmacologically active compounds. In reaching
this conclusion, the court considered and rejected
arguments advanced by Bowler that attacked the
evidentiary basis for Nelson's assertions that the
compounds were pharmacologically active.

In In re Jolles, 628 F.2d 1322, 206 USPQ 885
(CCPA 1980), an inventor claimed protection for
pharmaceutical  compositions  for  treating
leukemia The active ingredient in the compositions
was astructural analog to aknown anticancer agent.
The applicant provided evidence showing that the
clamed anaogs had the same generd
pharmaceutical activity as the known anticancer
agents. The court reversed the Board's finding that
the asserted pharmaceutical utility was*“incredible,”
pointing to the evidence that showed the relevant
pharmacological activity.

In Crossv. lizuka, 753 F.2d 1040, 224 USPQ 739
(Fed. Cir. 1985), the Federal Circuit affirmed a
finding by the Board of Patent Appeals and
Interferencesthat apharmacological utility had been
disclosed in the application of one party to an
interference proceeding. The invention that was the
subject of the interference count was a chemical
compound used for treating blood disorders. Cross
had challenged the evidencein lizuka's specification
that supported the claimed utility. However, the
Federa  Circuit relied extensively on
Nelson v. Bowler infinding that lizuka's application
had sufficiently disclosed a pharmacological utility
for the compounds. It distinguished the case from
cases where only a generalized “nebulous’
expression, such as*“biologica properties,” had been
disclosed in a specification. Such statements, the
court held, “convey little explicit indication
regarding the utility of a compound.” Cross, 753
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F.2d at 1048, 224 USPQ at 745 (citing In re Kirk,
376 F.2d 936, 941, 153 USPQ 48, 52 (CCPA 1967)).

Similarly, courts have found utility for therapeutic
inventions despite the fact that an applicant is at a
very early stage in the development of a
pharmaceutical product or therapeutic regimen based
on a clamed pharmacologica or bioactive
compound or composition. The Federal Circuit, in
Cross v. lizuka, 753 F.2d 1040, 1051, 224 USPQ
739, 747-48 (Fed. Cir. 1985), commented on the
significance of datafrom invitro testing that showed
pharmacological activity:

We perceive no insurmountable difficulty,
under appropriate circumstances, in finding that
the first link in the screening chain, in vitro
testing, may establish apractical utility for the
compound in question. Successful in vitro
testing will marshal resources and direct the
expenditure of effort to further in vivo testing
of the most potent compounds, thereby
providing an immediate benefit to the public,
analogous to the benefit provided by the
showing of an in vivo utility.

The Federal Circuit has reiterated that therapeutic
utility sufficient under the patent laws is not to be
confused with the requirements of the FDA with
regard to safety and efficacy of drugs to marketed
in the United States.

FDA approval, however, is not a prerequisite
for finding a compound useful within the
meaning of the patent laws. Scott v. Finney,
34 F.3d 1058, 1063, 32 USPQ2d 1115, 1120
[(Fed.Cir. 1994)]. Usefulnessin patent law, and
in particular in the context of pharmaceutical
inventions, necessarily includes the expectation
of further research and devel opment. The stage
at which an invention in this field becomes
useful is well before it is ready to be
administered to humans. Were we to require
Phase Il testing in order to prove utility, the
associated costswould prevent many companies
from obtaining patent protection on promising
new inventions, thereby eliminating an
incentive to pursue, through research and
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development, potential cures in many crucial
areas such as the treatment of cancer.

In re Brana, 51 F.3d 1560, 34 USPQ2d 1436 (Fed.
Cir. 1995). Accordingly, Office personnel should
not construe 35 U.S.C. 101, under the logic of
“practical” utility or otherwise, to require that an
applicant demonstrate that a therapeutic agent based
on a claimed invention is a safe or fully effective
drug for humans. See, e.g., Inre Schert, 566 F.2d
1154, 196 USPQ 209 (CCPA 1977); In re Hartop,
311 F.2d 249, 135 USPQ 419 (CCPA 1962); Inre
Anthony, 414 F.2d 1383, 162 USPQ 594 (CCPA
1969); InreWatson, 517 F.2d 465, 186 USPQ 11
(CCPA 1975).

These general principles are equally applicable to
situations where an applicant has claimed a process
for treating a human or animal disorder. In such
cases, the asserted utility is usually clear — the
invention is asserted to be useful in treating the
particular disorder. If the asserted utility iscredible,
there is no basis to chalenge such a claim on the
basisthat it lacks utility under 35 U.S.C. 101.

See MPEP § 2107.03 for specia considerationsfor
asserted therapeutic or pharmacological utilities.

IV. RELATIONSHIP BETWEEN 35U.S.C.
112(a) or Pre-AlA 35U.S.C. 112, FIRST
PARAGRAPH, AND 35U.S.C. 101

A deficiency under the utility prong of 35 U.S.C. 101
also creates a deficiency under 35 U.S.C. 112(a) or
pre-AlA 35 U.S.C. 112, first paragraph. See Inre
Brana, 51 F.3d 1560, 34 USPQ2d 1436 (Fed. Cir.
1995); InreJolles, 628 F.2d 1322, 1326 n.10, 206
USPQ 885, 889 n.11 (CCPA 1980); In re Fouche,
439 F.2d 1237, 1243, 169 USPQ 429, 434 (CCPA
1971) (“If such compositions are in fact useless,
appellant’s specification cannot have taught how to
use them.”). Courts have also cast the 35 U.S.C.
101/35 U.S.C. 112 relationship such that 35 U.S.C.
112 presupposes compliance with 35 U.S.C. 101.
See In re Ziegler, 992 F.2d 1197, 1200-1201, 26
USPQ2d 1600, 1603 (Fed. Cir. 1993) (“The how to
use prong of section 112 incorporates as amatter of
law the requirement of 35 U.S.C. 101 that the
specification disclose as a matter of fact a practical
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utility for theinvention. ... If the application fails as
amatter of fact to satisfy 35 U.S.C. § 101, then the
application also fails as a matter of law to enable
one of ordinary skill in the art to use the invention
under 35 U.S.C. 8§112"); InreKirk, 376 F.2d 936,
942, 153 USPQ 48, 53 (CCPA 1967) (“Necessarily,
compliancewith 8 112 requires adescription of how
to use presently useful inventions, otherwise an
applicant would anomalously be required to teach
how to use a useless invention.”). For example, the
Federal Circuit noted, “[o]bvioudly, if a claimed
invention does not have utility, the specification
cannot enable one to use it.” Inre Brana, 51 F.3d
1560, 34 USPQ2d 1436 (Fed. Cir. 1995). As such,
a rejection properly imposed under 35 U.S.C. 101
for lack of utility should be accompanied with a
rejection under 35 U.S.C. 112(a) or pre-AlA 35
U.S.C. 112, first paragraph. It is equally clear that
a rejection based on “lack of utility,” whether
grounded upon 35 U.S.C. 101 or 35 U.S.C. 112(a)
or pre-AlA 35 U.S.C. 112, first paragraph, rests on
the same basis (i.e, the asserted utility is not
credible). To avoid confusion, any lack of utility
rejection that is imposed on the basis of 35 U.S.C.
101 should be accompanied by arejection based on
35 U.S.C. 112(a) or pre-AlA 35 U.S.C. 112 first
paragraph. The 35 U.S.C. 112(a) or pre-AlA 35
U.S.C. 112, first paragraph, rejection should be set
out as a separate rejection that incorporates by
reference the factual basis and conclusions set forth
inthe35U.S.C. 101 rejection. The 35 U.S.C. 112(a)
orpre-AlA 35U.S.C. 112, first paragraph, rejection
should indicate that because the invention as claimed
does not have utility, aperson skilled in the art would
not be able to use the invention as claimed, and as
such, the claim is defective under 35 U.S.C. 112(a)
or pre-AlA 35 U.S.C. 112, first paragraph. A 35
U.S.C. 112(a) or pre-AlA 35 U.S.C. 112, first
paragraph, rejection based on lack of utility should
not be imposed or maintained unless an appropriate
basis exists for imposing a utility rejection under
35 U.S.C. 101. In other words, Office personnel
should not impose a 35 U.S.C. 112(a) or pre-AlA
35 U.S.C. 112, first paragraph, rejection grounded
on a“lack of utility” basis unlessa 35 U.S.C. 101
rejectionisproper. In particular, the factual showing
needed to impose a rejection under 35 U.S.C. 101
must be provided if a rejection under 35 U.S.C.
112(a) or pre-AlA 35 U.S.C. 112, first paragraph,
isto beimposed on “lack of utility” grounds.
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Itisimportant to recognize that 35 U.S.C. 112(a) or
pre-AlA 35 U.S.C. 112, first paragraph, addresses
matters other than those related to the question of
whether or not an invention lacks utility. These
matters include whether the claims are fully
supported by the disclosure (In re Vaeck, 947 F.2d
488, 495, 20 USPQ2d 1438, 1444 (Fed. Cir. 1991)),
whether the applicant has provided an enabling
disclosure of the claimed subject matter (In re
Wright, 999 F.2d 1557, 1561-1562, 27 USPQ2d
1510, 1513 (Fed. Cir. 1993)), whether the applicant
has provided an adequate written description of the
invention and whether the applicant has disclosed
the best mode of practicing the claimed invention
(Chemcast Corp. v. Arco Indus. Corp., 913 F.2d
923, 927-928, 16 USPQ2d 1033, 1036-1037 (Fed.
Cir. 1990)). See also Transco Products Inc. v.
Performance Contracting Inc., 38 F.3d 551, 32
UsPQ2d 1077 (Fed. Cir. 1994); Glaxo
Inc. v. Novopharm Ltd., 52 F.3d 1043, 34 USPQ2d
1565 (Fed. Cir. 1995). Thefact that an applicant has
disclosed a specific utility for an invention and
provided a credible basis supporting that specific
utility does not provide a basis for concluding that
the claims comply with all the requirements of 35
U.S.C. 112(a) or pre-AlA 35 U.S.C. 112, first
paragraph. For example, if an applicant has claimed
aprocess of treating a certain disease condition with
a certain compound and provided a credible basis
for asserting that the compound is useful in that
regard, but to actually practice the invention as
claimed a person skilled in the relevant art would
have to engage in an undue amount of
experimentation, the claim may be defective under
35 U.S.C. 112, but not 35 U.S.C. 101. To avoid
confusion during examination, any rejection under
35 U.S.C. 112(a) or pre-AlA 35 U.S.C. 112, first
paragraph, based on grounds other than “lack of
utility” should be imposed separately from any
rejection imposed due to “lack of utility” under 35
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U.S.C. 101 and 35 U.S.C. 112(a) or pre-AlA 35
U.S.C. 112, first paragraph.

2107.02 Procedural Considerations Related
to Regectionsfor Lack of Utility [R-11.2013]

I. THE CLAIMED INVENTION ISTHE
FOCUSOF THE UTILITY REQUIREMENT

The claimed invention isthe focus of the assessment
of whether an applicant has satisfied the utility
requirement. Each claim (i.e., each “invention”),
therefore, must be evaluated on its own merits for
compliance with all statutory requirements.
Generally speaking, however, a dependent claim
will define an invention that has utility if the
independent claim from which the dependent claim
depends is drawn to the same statutory class of
invention asthe dependent claim and the independent
clam defines an invention having utility. An
exception to this general rule is where the utility
specified for the invention defined in a dependent
claim differs from that indicated for the invention
defined in the independent claim from which the
dependent claim depends. Where an applicant has
established utility for a species that falls within an
identified genus of compounds, and presents a
generic claim covering the genus, as a genera
matter, that claim should be treated as being
sufficient under 35 U.S.C. 101. Only where it can
be established that other species clearly encompassed
by the claim do not have utility should a rejection
be imposed on the generic claim. In such cases, the
applicant should be encouraged to amend the generic
claim so asto exclude the species that lack utility.

Itiscommon and sensiblefor an applicant to identify
several specific utilitiesfor aninvention, particularly
wheretheinventionisaproduct (e.g., amachine, an
article of manufacture or a composition of matter).
However, regardless of the category of invention
that isclaimed (e.g., product or process), an applicant
need only make one credible assertion of specific
utility for the claimed invention to satisfy 35 U.S.C.
101 and 35 U.S.C. 112; additional statements of
utility, even if not “credible,” do not render the
clamed invention lacking in utility. See, eg.,
Raytheon v. Roper, 724 F.2d 951, 958, 220 USPQ
592, 598 (Fed. Cir. 1983), cert. denied, 469 U.S.
835 (1984) (“When a properly claimed invention
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meets at least one stated objective, utility under 35
U.S.C. 101 is clearly shown.”); Inre Gottlieb, 328
F.2d 1016, 1019, 140 USPQ 665, 668 (CCPA 1964)
(“Having found that the antibioticisuseful for some
purpose, it becomes unnecessary to decide whether
itisin fact useful for the other purposes ‘indicated’
in the specification as possibly useful.”); In re
Malachowski, 530 F.2d 1402, 189 USPQ 432 (CCPA
1976); Hoffmanv. Klaus, 9 USPQ2d 1657 (Bd. Pat.
App. & Inter. 1988). Thus, if applicant makes one
credible assertion of utility, utility for the claimed
invention as awhole is established.

Statements made by the applicant in the specification
or incident to prosecution of the application before
the Office cannot, standing alone, be the basisfor a
lack of utility rejection under 35 U.S.C. 101 or 35
USC. 112 Tol-O-Matic, Inc. v. Proma
Produkt-Und Mktg. Gesellschaft m.b.h., 945 F.2d
1546, 1553, 20 USPQ2d 1332, 1338 (Fed. Cir. 1991)
(It isnot required that a particular characteristic set
forth in the prosecution history be achieved in order
to satisfy 35 U.S.C. 101.). An applicant may include
statements in the specification whose technical
accuracy cannot be easily confirmed if those
statements are not necessary to support the
patentability of an invention with regard to any
statutory basis. Thus, the Office should not require
an applicant to strike nonessential statementsrelating
to utility from a patent disclosure, regardiess of the
technical accuracy of the statement or assertion it
presents. Office personnel should aso be especialy
careful not to read into a claim unclaimed results,
limitations or embodiments of an invention. See
Carl Zeiss Siftung v. Renishaw PLC, 945 F.2d 1173,
20 USPQ2d 1094 (Fed. Cir. 1991); Inre Krimmel,
292 F.2d 948, 130 USPQ 215 (CCPA 1961). Doing
so can inappropriately change the relationship of an
asserted utility to the claimed invention and raise
issues not relevant to examination of that claim.

Il. ISTHERE AN ASSERTED OR
WELL-ESTABLISHED UTILITY FORTHE
CLAIMED INVENTION?

Upon initial examination, the examiner should
review the specification to determine if there are
any statements asserting that the claimed invention
is useful for any particular purpose. A complete
disclosure should include a statement which
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identifies a specific and substantial utility for the
invention.

A. An Asserted Utility Must Be Specific and
Substantial

A statement of specific and substantial utility should
fully and clearly explain why the applicant believes
the invention is useful. Such statementswill usually
explain the purpose of or how the invention may be
used (e.g., a compound is believed to be useful in
the treatment of a particular disorder). Regardless
of the form of statement of utility, it must enable
one ordinarily skilled in the art to understand why
the applicant believesthe claimed invention isuseful.

Except where an invention has a well-established
utility, the failure of an applicant to specifically
identify why an invention is believed to be useful
renders the claimed invention deficient under 35
U.S.C. 101 and 35 U.S.C. 112(a) or pre-AlA 35
U.S.C. 112, first paragraph. In such cases, the
applicant has failed to identify a “specific and
substantial utility” for the claimed invention. For
example, a statement that a composition has an
unspecified “biological activity” or that does not
explain why a composition with that activity is
believed to be useful failsto set forth a* specific and
substantial utility.” Brenner v. Manson, 383 US
519, 148 USPQ 689 (1966) (general assertion of
similaritiesto known compounds known to be useful
without sufficient corresponding explanation why
claimed compounds are believed to be similarly
useful insufficient under 35 U.S.C. 101); In re
Zieggler, 992 F.2d 1197, 1201, 26 USPQ2d 1600,
1604 (Fed. Cir. 1993) (disclosure that composition
is“plastic-like” and can form “films” not sufficient
to identify specific and substantial utility for
invention); InreKirk, 376 F.2d 936, 153 USPQ 48
(CCPA 1967) (indication that compound is
“biologically active” or has “biological properties’
insufficient standing alone). See also In re Joly,
376 F2d 906, 153 USPQ 45 (CCPA 1967);
Kawai v. Metlesics, 480 F.2d 880, 890, 178 USPQ
158, 165 (CCPA 1973) (contrasting description of
invention as sedative which did suggest specific
utility to general suggestion of “pharmacological
effects on the central nervous system” which did
not). In contrast, a disclosure that identifies a
particular biological activity of a compound and
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explains how that activity can be utilized in a
particular therapeutic application of the compound
does contain an assertion of specific and substantial
utility for the invention.

Situations where an applicant either failsto indicate
why an invention is considered useful, or where the
applicant inaccurately describes the utility should
rarely arise. Onereason for thisisthat applicantsare
required to disclose the best mode known to them
of practicing the invention at the time they file their
application. An applicant who omits a description
of the specific and substantia utility of theinvention,
or who incompletely describes that utility, may
encounter problems with respect to the best mode

requirement of 35 U.S.C. 112(a) or pre-AlA 35
U.S.C. 112, first paragraph.

B. No Statement of Utility for the Claimed
Invention in the Specification Does Not Per Se
Negate Utility

Occasionally, an applicant will not explicitly state
in the specification or otherwise assert aspecific and
substantial utility for the claimed invention. If no
statements can be found asserting a specific and
substantial utility for the claimed invention in the
specification, Office personnel should determine if
the claimed invention has a well-established utility.
An invention has a well-established utility if (i) a
person of ordinary skill intheart would immediately
appreciate why the invention is useful based on the
characteristics of the invention (e.g., properties or
applications of a product or process), and (ii) the
utility is specific, substantial, and credible. If an
invention has a well- established utility, rejections
under 35 U.S.C. 101 and 35 U.S.C. 112(a) or
pre-AlA 35 U.S.C. 112, first paragraph, based on
lack of utility should not beimposed. Inre Folkers,
344 F.2d 970, 145 USPQ 390 (CCPA 1965). For
example, if an application teaches the cloning and
characterization of the nucleotide sequence of a
well-known protein such asinsulin, and those skilled
in the art at the time of filing knew that insulin had
awell-established use, it would beimproper to reject
the claimed invention as lacking utility solely
because of the omitted statement of specific and
substantial utility.
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If aperson of ordinary skill would not immediately
recognize a specific and substantial utility for the
claimed invention (i.e., why it would be useful)
based on the characteristics of the invention or
statements made by the applicant, the examiner
should reject the application under 35 U.S.C. 101
and under 35 U.S.C. 112(a) or pre-AlA 35 U.S.C.
112, first paragraph, asfailing to identify a specific
and substantial utility for the claimed invention. The
rejection should clearly indicate that the basis of the
rejection is that the application fails to identify a
specific and substantial utility for theinvention. The
rejection should al so specify that the applicant must
reply by indicating why the invention is believed
useful and where support for any subsequently
asserted utility can be found in the specification as
filed. See MPEP § 2701.

If the applicant subsequently indicates why the
invention is useful, Office personnel should review
that assertion according to the standards articul ated
below for review of the credibility of an asserted
utility.

1. EVALUATING THE CREDIBILITY OF
AN ASSERTED UTILITY

A. An Asserted Utility Createsa Presumption of
Utility

In most cases, an applicant’s assertion of utility
createsapresumption of utility that will be sufficient
to satisfy the utility requirement of 35 U.S.C. 101.
See, e.g., Inre Jolles, 628 F.2d 1322, 206 USPQ
885 (CCPA 1980); Inrelrons, 340 F.2d 974, 144
USPQ 351 (CCPA 1965); In re Langer, 503 F.2d
1380, 183 USPQ 288 (CCPA 1974); Inre Schert,
566 F.2d 1154, 1159, 196 USPQ 209, 212-13 (CCPA
1977). Asthe Court of Customs and Patent Appeals
stated in InreLanger:

As a matter of Patent Office practice, a
specification which contains a disclosure of
utility which correspondsin scopeto the subject
matter sought to be patented must be taken as
sufficient to satisfy the utility requirement of
§ 101 for the entire claimed subject matter
unless there is a reason for one skilled in the
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art to question the objective truth of the
statement of utility or its scope.

In re Langer, 503 F.2d at 1391, 183 USPQ at 297
(emphasisin original). The “Langer” test for utility
has been used by both the Federal Circuit and the
Court of Customs and Patent Appeals in evaluation
of regjectionsunder 35 U.S.C. 112(a) or pre-AlA 35
U.S.C. 112, first paragraph, where the rejection is
based on a deficiency under 35 U.S.C. 101. In In
re Brana, 51 F.3d 1560, 34 USPQ2d 1436 (Fed. Cir.
1995), the Federa Circuit explicitly adopted the
Court of Customs and Patent Appeals formulation
of the “Langer” standard for 35 U.S.C. 112(a) or
pre-AlA 35 U.S.C. 112, first paragraph rejections,
asit was expressed in aglightly reworded format in
InreMarzocchi, 439 F.2d 220, 223, 169 USPQ 367,
369 (CCPA 1971), namely:

[A] specification disclosure which contains a
teaching of the manner and process of making
and using the invention in terms which
correspond in scopeto those used in describing
and defining the subject matter sought to be
patented must be taken as in compliance with
the enabling requirement of thefirst paragraph
of § 112 unless there is reason to doubt the
objective truth of the statements contained
therein which must be relied on for enabling
support. (emphasis added).

Thus, Langer and subsequent casesdirect the Office
to presume that a statement of utility made by an
applicant istrue. See InreLanger, 503 F.2d at 1391,
183 USPQ at 297; In re Malachowski, 530 F.2d
1402, 1404, 189 USPQ 432, 435 (CCPA 1976); In
reBrana, 51 F.3d 1560, 34 USPQ2d 1436 (Fed. Cir.
1995). For obvious reasons of efficiency and in
deference to an applicant’s understanding of his or
her invention, when a statement of utility is
evaluated, Office personnel should not begin by
questioning the truth of the statement of utility.
Instead, any inquiry must start by asking if thereis
any reason to guestion the truth of the statement of
utility. This can be done by simply evaluating the
logic of the statements made, taking into
consideration any evidence cited by the applicant.
If the asserted utility is credible (i.e., believable
based on the record or the nature of the invention),
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a rgection based on “lack of utility” is not
appropriate. Clearly, Office personnel should not
begin an evaluation of utility by assuming that an
asserted utility is likely to be false, based on the
technical field of the invention or for other general
reasons.

Compliancewith 35 U.S.C. 101 isaquestion of fact.
Raytheon v. Roper, 724 F.2d 951, 956, 220 USPQ
592, 596 (Fed. Cir. 1983) cert. denied, 469 U.S. 835
(1984). Thus, to overcome the presumption of truth
that an assertion of utility by the applicant enjoys,
Office personnel must establish that itismorelikely
than not that one of ordinary skill in the art would
doubt (i.e., “question”) the truth of the statement of
utility. The evidentiary standard to be used
throughout ex parte examination in setting forth a
rejection is a preponderance of the totality of the
evidence under consideration. In re Oetiker, 977
F.2d 1443, 1445, 24 USPQ2d 1443, 1444 (Fed. Cir.
1992) (“After evidence or argument is submitted by
the applicant in response, patentability isdetermined
on thetotality of the record, by a preponderance of
evidence with due consideration to persuasiveness
of argument.”); In re Corkill, 771 F2d 1496,
1500, 226 USPQ 1005, 1008 (Fed. Cir. 1985). A
preponderance of the evidence exists when it
suggests that it is more likely than not that the
assertionin questionistrue. Herman v. Huddleston,
459 U.S. 375, 390 (1983). To do this, Office
personnel must provide evidence sufficient to show
that the statement of asserted utility would be
considered “false” by a person of ordinary skill in
the art. Of course, a person of ordinary skill must
have the benefit of both facts and reasoning in order
to assess the truth of a statement. This means that if
the applicant has presented facts that support the
reasoning used in asserting a utility, Office personnel
must present countervailing facts and reasoning
sufficient to establish that a person of ordinary skill
would not believe the applicant’s assertion of utility.
InreBrana, 51 F.3d 1560, 34 USPQ2d 1436 (Fed.
Cir. 1995). The initial evidentiary standard used
during evaluation of thisquestion isapreponderance
of the evidence (i.e, the totality of facts and
reasoning suggest that it is more likely than not that
the statement of the applicant isfalse).
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B. When Isan Asserted Utility Not Credible?

Where an applicant has specifically asserted that an
invention has a particular utility, that assertion
cannot simply be dismissed by Office personnel as
being “wrong,” even when there may be reason to
believe that the assertion is not entirely accurate.
Rather, Office personnel must determine if the
assertion of utility is credible (i.e., whether the
assertion of utility is believable to a person of
ordinary skill in the art based on the totality of
evidence and reasoning provided). An assertion is
credible unless (A) thelogic underlying the assertion
is serioudly flawed, or (B) the facts upon which the
assertion is based are inconsistent with the logic
underlying the assertion. Credibility as used in this
context refersto thereliability of the statement based
on the logic and facts that are offered by the
applicant to support the assertion of utility.

One situation where an assertion of utility would not
be considered credibleiswhere aperson of ordinary
skill would consider the assertion to be “incredible
in view of contemporary knowledge” and where
nothing offered by the applicant would counter what
contemporary knowledge might otherwise suggest.
Office personnel should be careful, however, not to
label certain types of inventions as “incredible’ or
“speculative” as such labels do not provide the
correct focus for the evaluation of an assertion of
utility. “Incredible utility” is a conclusion, not a
starting point for analysis under 35 U.S.C. 101. A
conclusion that an asserted utility is incredible can
be reached only after the Office has evaluated both
the assertion of the applicant regarding utility and
any evidentiary basis of that assertion. The Office
should be particularly careful not to start with a
presumption that an asserted utility is, per se
“incredible” and then proceed to base a rejection
under 35 U.S.C. 101 on that presumption.

Rejections under 35 U.S.C. 101 based on alack of
credible utility have been sustained by federal courts
when, for example, the applicant failed to disclose
any utility for the invention or asserted a utility that
could only betrueif it violated ascientific principle,
such asthe second law of thermodynamics, or alaw
of nature, or was wholly inconsistent with
contemporary knowledge in the art. In re Gazave,
379 F.2d 973, 978, 154 USPQ 92, 96 (CCPA 1967).
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Special care should be taken when assessing the
credibility of an asserted therapeutic utility for a
claimed invention. In such cases, a previous lack of
success in treating a disease or condition, or the
absence of a proven animal model for testing the
effectiveness of drugs for treating a disorder in
humans, should not, standing alone, serve asabasis
for challenging the asserted utility under 35 U.S.C.
101. See MPEP § 2107.03 for additional guidance
with regard to therapeutic or pharmacological
utilities.

IV. INITIAL BURDEN ISON THE OFFICE
TO ESTABLISH A PRIMA FACIE CASE AND
PROVIDE EVIDENTIARY SUPPORT
THEREOF

To properly reject a claimed invention under
35 U.S.C. 101, the Office must (A) make a prima
facie showing that the claimed invention lacks utility,
and (B) provide a sufficient evidentiary basis for
factual assumptions relied upon in establishing the
prima facie showing. InreGaubert, 524 F.2d 1222,
1224, 187 USPQ 664, 666 (CCPA 1975)
"Accordingly, the PTO must do more than merely
question operability - it must set forth factual reasons
which would lead one skilled in the art to question
the objective truth of the statement of operability.”
If the Office cannot develop a proper prima facie
case and provide evidentiary support for arejection
under 35 U.S.C. 101, a rejection on this ground
should not be imposed. See, e.g., Inre Oetiker, 977
F.2d 1443, 1445, 24 USPQ2d 1443, 1444 (Fed. Cir.
1992) (“[T]he examiner bearstheinitial burden, on
review of the prior art or on any other ground, of
presenting a prima facie case of unpatentability. If
that burden is met, the burden of coming forward
with evidence or argument shifts to the applicant....
If examination at the initial stage does not produce
a prima facie case of unpatentability, then without
more the applicant is entitled to grant of the patent.”).
See also Fregeau v. Mossinghoff, 776 F.2d 1034,
227 USPQ 848 (Fed. Cir. 1985) (applying prima
facie case law to 35 U.S.C. 101); In re Piasecki,
745 F.2d 1468, 223 USPQ 785 (Fed. Cir. 1984).

The prima facie showing must be set forth in a
well-reasoned statement. Any rejection based on
lack of utility should include a detailed explanation
why the claimed invention has no specific and
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substantial credible utility. Whenever possible, the
examiner should provide documentary evidence
regardless of publication date (e.g., scientific or
technical journals, excerpts from treatises or books,
or U.S. or foreign patents) to support the factual
basisfor the prima facie showing of no specific and
substantial credible utility. If documentary evidence
is not available, the examiner should specifically
explain the scientific basis for his or her factual
conclusions.

Where the asserted utility is not specific or
substantial, a prima facie showing must establish
that it is more likely than not that a person of
ordinary skill in the art would not consider that any
utility asserted by the applicant would be specific
and substantial. The prima facie showing must
contain the following elements:

(A) An explanation that clearly sets forth the
reasoning used in concluding that the asserted utility
for the claimed invention is neither both specific and
substantial nor well-established;

(B) Support for factual findings relied upon in
reaching this conclusion; and

(C) An evaluation of al relevant evidence of
record, including utilities taught in the closest prior
art.

Where the asserted specific and substantial utility is
not credible, a prima facie showing of no specific
and substantial credible utility must establish that it
is more likely than not that a person skilled in the
art would not consider credible any specific and
substantial utility asserted by the applicant for the
claimed invention. The prima facie showing must
contain the following elements:

(A) An explanation that clearly sets forth the
reasoning used in concluding that the asserted
specific and substantial utility is not credible;

(B) Support for factual findings relied upon in
reaching this conclusion; and

(C) An evaluation of al relevant evidence of
record, including utilities taught in the closest prior
art.

Where no specific and substantial utility isdisclosed
or iswell-established, a prima facie showing of no
specific and substantial utility need only establish
that applicant has not asserted a utility and that, on
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the record before the examiner, there is no known
well-established utility.

It isimperative that Office personnel use specificity
in setting forth and initial rejection under 35 U.S.C.

101 and support any factual conclusionsmadeinthe
prima facie showing.

By using specificity, the applicant will be able to
identify the assumptions made by the Office in
setting forth the rejection and will be able to address
those assumptions properly.

V. EVIDENTIARY REQUESTSBY AN
EXAMINER TO SUPPORT AN ASSERTED
UTILITY

In appropriate situations the Office may require an
applicant to substantiate an asserted utility for a
claimed invention. See Inre Pottier, 376 F.2d 328,
330, 153 USPQ 407, 408 (CCPA 1967) (“When the
operativeness of any process would be deemed
unlikely by one of ordinary skill in the art, it is not
improper for the examiner to call for evidence of
operativeness.”). See aso In re Jolles, 628 F.2d
1322, 1327, 206 USPQ 885, 890 (CCPA 1980); In
re Citron, 325 F.2d 248, 139 USPQ 516 (CCPA
1963); Inre Novak, 306 F.2d 924, 928, 134 USPQ
335, 337 (CCPA1962). In In re Citron, the court
held that when an “alleged utility appears to be
incredible in the light of the knowledge of the art,
or factually misleading, applicant must establish the
asserted utility by acceptable proof.” 325 F.2d at
253, 139 USPQ at 520. The court approved of the
board’ s decision which affirmed the rejection under
35 U.S.C. 101 “in view of the art knowledge of the
lack of a cure for cancer and the absence of any
clinical datato substantiate the allegation.” 325 F.2d
at 252, 139 USPQ at 519 (emphasisin original). The
court thus established a higher burden on the
applicant where the statement of useisincredible or
misleading. In such a case, the examiner should
challenge the use and require sufficient evidence of
operativeness. The purpose of this authority is to
enable an applicant to cure an otherwise defective
factual basis for the operability of an invention.
Because this is a curative authority (e.g., evidence
is requested to enable an applicant to support an
assertion that isinconsi stent with the facts of record
in the application), Office personnel should indicate
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not only why the factual record is defective in
relation to the assertions of the applicant, but also,
where appropriate, what type of evidentiary showing
can be provided by the applicant to remedy the
problem.

Reguestsfor additional evidence should beimposed
rarely, and only if necessary to support the scientific
credibility of the asserted utility (e.g., if the asserted
utility is not consistent with the evidence of record
and current scientific knowledge). As the Federa
Circuit recently noted, “[o]nly after the PTO
provides evidence showing that one of ordinary skill
inthe art would reasonably doubt the asserted utility
does the burden shift to the applicant to provide
rebuttal evidence sufficient to convince such aperson
of theinvention’s asserted utility.” Inre Brana, 51
F.3d 1560, 34 USPQ2d 1436 (Fed. Cir. 1995) (citing
In re Bundy, 642 F.2d 430, 433, 209 USPQ 48, 51
(CCPA 1981)). In Brana, the court pointed out that
the purpose of treating cancer with chemical
compounds does not suggest, per se, anincredible
utility. Where the prior art disclosed “structurally
similar compounds to those claimed by applicants
which have been proven in vivo to be effective as
chemotherapeutic agents against various tumor
models. . ., one skilled in the art would be without
basisto reasonably doubt applicants’ asserted utility
on itsface” 51 F.3d at 1566, 34 USPQ2d at 1441.
As courts have stated, “it is clearly improper for the
examiner to make a demand for further test data,
which as evidence would be essentialy redundant
and would seem to serve for nothing except perhaps
to unduly burden the applicant.” In re Isaacs, 347
F.2d 887, 890, 146 USPQ 193, 196 (CCPA 1965).

VI. CONSIDERATION OF A REPLY TOA
PRIMA FACIE REJECTION FOR LACK OF
UTILITY

If argjection under 35 U.S.C. 101 has been properly
imposed, aong with a corresponding rejection under
35 U.S.C. 112(a) or pre-AlA 35 U.S.C. 112, first
paragraph, the burden shiftsto the applicant to rebut
the prima facie showing. In re Oetiker, 977 F.2d
1443, 1445, 24 USPQ2d 1443, 1444 (Fed. Cir. 1992)
(“The examiner bears the initial burden, on review
of the prior art or on any other ground, of presenting
aprimafacie case of unpatentability. If that burden
ismet, the burden of coming forward with evidence
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or argument shiftsto the applicant. . . After evidence
or argument is submitted by the applicant in
response, patentability is determined on the totality
of the record, by a preponderance of evidence with
due consideration to persuasiveness of argument.”).
An applicant can do this using any combination of
thefollowing: anendmentsto the claims, arguments
or reasoning, or new evidence submitted in an
affidavit or declaration under 37 CFR 1.132, or in
aprinted publication. New evidence provided by an
applicant must be relevant to theissuesraised in the
rejection. For example, declarations in which
conclusions are set forth without establishing anexus
between those conclusions and the supporting
evidence, or which merely express opinions, may
be of limited probative value with regard to rebutting
a prima facie case. Inre Grunwell, 609 F.2d 486,
203 USPQ 1055 (CCPA 1979); Inre Buchner, 929
F.2d 660, 18 USPQ2d 1331 (Fed. Cir. 1991). See
MPEP § 716.01(a) through M PEP § 716.01(c).

If the applicant respondsto the primafacieregjection,
Office personnel should review the origina
disclosure, any evidence relied upon in establishing
the prima facie showing, any claim amendments,
and any new reasoning or evidence provided by the
applicant in support of an asserted specific and
substantial credible utility. It is essential for Office
personnel to recognize, fully consider and respond
to each substantive element of any response to a
rejection based on lack of utility. Only where the
totality of the record continues to show that the
asserted utility is not specific, substantial, and
credible should a rejection based on lack of utility
be maintained. If the record as awhole would make
it more likely than not that the asserted utility for
the claimed invention would be considered credible
by a person of ordinary skill in the art, the Office
cannot maintain the rejection. In re Rinehart, 531
F.2d 1048, 1052, 189 USPQ 143, 147 (CCPA 1976).

VII. EVALUATION OF EVIDENCE RELATED
TOUTILITY

There is no predetermined amount or character of
evidence that must be provided by an applicant to
support an asserted utility, therapeutic or otherwise.
Rather, the character and amount of evidence needed
to support an asserted utility will vary depending on
what isclaimed (Ex parte Ferguson, 117 USPQ 229
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(Bd. App. 1957)), and whether the asserted utility
appears to contravene established scientific
principles and beliefs. In re Gazave, 379 F.2d 973,
978, 154 USPQ 92, 96 (CCPA 1967); In re
Chilowsky, 229 F.2d 457, 462, 108 USPQ 321, 325
(CCPA 1956). Furthermore, the applicant does not
have to provide evidence sufficient to establish that
an asserted utility is true “beyond a reasonable
doubt.” Inrelrons, 340 F.2d 974, 978, 144 USPQ
351, 354 (CCPA 1965). Nor must an applicant
provide evidence such that it establishes an asserted
utility as a matter of dtatistical certainty.
Nelson v. Bowler, 626 F.2d 853, 856-57, 206 USPQ
881, 883-84 (CCPA 1980) (reversing the Board and
rejecting Bowler's arguments that the evidence of
utility was statistically insignificant. The court
pointed out that a rigorous correlation is not
necessary when the test is reasonably predictive of
the response). See also Rey-Bellet v. Englehardt,
493 F.2d 1380, 181 USPQ 453 (CCPA 1974) (data
from animal testing is relevant to asserted human
therapeutic utility if there is a “satisfactory
correlation between the effect on the animal and that
ultimately observed in human beings’). Instead,
evidencewill besufficient if, considered asawhole,
it leads a person of ordinary skill in the art to
conclude that the asserted utility is more likely than
not true.

2107.03 Special Considerationsfor Asserted
Therapeutic or Pharmacological Utilities
[R-08.2012]

The Federal courts have consistently reversed
rejections by the Office asserting alack of utility for
inventions claiming apharmacological or therapeutic
utility where an applicant has provided evidence that
reasonably supports such a utility. In view of this,
Office personnel should be particularly careful in
their review of evidence provided in support of an
asserted therapeutic or pharmacological utility.

I. AREASONABLE CORRELATION
BETWEEN THE EVIDENCE AND THE
ASSERTED UTILITY ISSUFFICIENT

As a general matter, evidence of pharmacological
or other biological activity of a compound will be
relevant to an asserted therapeutic use if there is a
reasonable correlation between the activity in
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question and the asserted utility. Cross v. lizuka,
753 F.2d 1040, 224 USPQ 739 (Fed. Cir. 1985); In
re Jolles, 628 F.2d 1322, 206 USPQ 885 (CCPA
1980); Nelson v. Bowler, 626 F.2d 853, 206 USPQ
881 (CCPA 1980). An applicant can establish this
reasonable correlation by relying on statistically
relevant data documenting the activity of a
compound or composition, arguments or reasoning,
documentary evidence (e.g., articles in scientific
journals), or any combination thereof. The applicant
does not have to prove that a correlation exists
between a particular activity and an asserted
therapeutic use of a compound as a matter of
dtatistical certainty, nor does he or she have to
provide actual evidence of success in treating
humans where such a utility is asserted. Instead, as
the courts have repeatedly held, al that is required
is areasonable correlation between the activity and
the asserted use. Nelson v. Bowler, 626 F.2d 853,
857, 206 USPQ 881, 884 (CCPA 1980).

I[I. STRUCTURAL SIMILARITY TO
COMPOUNDSWITHESTABLISHEDUTILITY

Courts have routinely found evidence of structural
similarity to acompound known to have a particul ar
therapeutic or pharmacologica utility as being
supportive of an assertion of therapeutic utility for
a new compound. In In re Jolles, 628 F.2d 1322,
206 USPQ 885 (CCPA 1980), the clamed
compounds were found to have utility based on a
finding of a close structural relationship to
daunorubicin  and doxorubicin and shared
pharmacological activity with those compounds,
both of which were known to be useful in cancer
chemotherapy. The evidence of close structura
similarity with the known compoundswas presented
in conjunction with evidence demonstrating
substantial activity of the claimed compounds in
animals customarily employed for screening
anticancer agents. Such evidence should be given
appropriate weight in determining whether one
skilled in the art would find the asserted utility
credible. Office personnel should evaluate not only
the existence of the structural relationship, but also
the reasoning used by the applicant or adeclarant to
explain why that structural similarity is believed to
be relevant to the applicant's assertion of utility.
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1. DATA FROM INVITRO ORANIMAL
TESTING ISGENERALLY SUFFICIENT TO
SUPPORT THERAPEUTIC UTILITY

If reasonably correlated to the particular therapeutic
or pharmacological utility, data generated using in
vitro assays, or from testing in an anima model or
a combination thereof almost invariably will be
sufficient to establish therapeutic or pharmacol ogical
utility for a compound, composition or process. A
cursory review of cases involving therapeutic
inventions where 35 U.S.C. 101 was the dispositive
issue illustrates the fact that the Federal courts are
not particularly receptive to rejections under 35
U.S.C. 101 based on inoperability. Most striking is
the fact that in those cases where an applicant
supplied a reasonable evidentiary showing
supporting an asserted therapeutic utility, almost
uniformly the 35 U.S.C. 101-based rejection was
reversed. See, e.qg., Inre Brana, 51 F.3d 1560, 34
USPQ 1436 (Fed. Cir. 1995); Cross V. lizuka, 753
F.2d 1040, 224 USPQ 739 (Fed. Cir. 1985); Inre
Jolles, 628 F.2d 1322, 206 USPQ 885 (CCPA 1980);
Nelson v. Bowler, 626 F.2d 853, 856, 206 USPQ
881, 883 (CCPA 1980); In re Malachowski, 530
F.2d 1402, 189 USPQ 432 (CCPA 1976); Inre
Gaubert, 530 F.2d 1402, 189 USPQ 432 (CCPA
1975); Inre Gazave, 379 F.2d 973, 154 USPQ 92
(CCPA 1967); In re Hartop, 311 F.2d 249, 135
USPQ 419 (CCPA 1962); Inre Krimmel, 292 F.2d
948, 130 USPQ 215 (CCPA 1961). Only in those
cases where the applicant was unable to come
forward with any relevant evidence to rebut afinding
by the Office that the claimed invention was
inoperative was a 35 U.S.C. 101 rejection affirmed
by the court. In re Citron, 325 F.2d 248, 253, 139
USPQ 516, 520 (CCPA 1963) (therapeutic utility
for an uncharacterized biologica extract not
supported or scientifically credible); In re Buting,
418 F.2d 540, 543, 163 USPQ 689, 690 (CCPA
1969) (record did not establish a credible basis for
the assertion that the single class of compounds in
guestion would be useful in treating disparate types
of cancers); Inre Novak, 306 F.2d 924, 134 USPQ
335 (CCPA 1962) (claimed compoundsdid not have
capacity to effect physiological activity upon which
utility claim based). Contrast, however, InreButing
to Inre Gardner, 475 F.2d 1389, 177 USPQ 396
(CCPA 1973), reh'g denied, 480 F.2d 879 (CCPA
1973), inwhich the court held that utility for agenus

2100-47

2107.03

was found to be supported through a showing of
utility for one species. In no case hasaFederal court
required an applicant to support an asserted utility
with data from human clinical trials.

If an applicant provides data, whether from invitro
assaysor animal testsor both, to support an asserted
utility, and an explanation of why that data supports
the asserted utility, the Office will determine if the
data and the explanation would be viewed by one
skilled in the art as being reasonably predictive of
the asserted utility. See, e.g., Ex parte Maas, 9
USPQ2d 1746 (Bd. Pat. App. & Inter. 1987); Ex
parte Balzarini, 21 USPQ2d 1892 (Bd. Pat. App. &
Inter. 1991). Office personnel must be careful to
evaluate all factors that might influence the
conclusions of a person of ordinary skill in the art
as to this question, including the test parameters,
choice of animal, relationship of the activity to the
particular disorder to be treated, characteristics of
the compound or compoasition, relative significance
of the data provided and, most importantly, the
explanation offered by the applicant as to why the
information provided is believed to support the
asserted utility. If the data supplied is consistent with
the asserted utility, the Office cannot maintain a
rejection under 35 U.S.C. 101.

Evidence does not have to be in the form of data
from an art-recognized animal model for the
particular disease or disease condition to which the
asserted utility relates. Data from any test that the
applicant reasonably correlatesto the asserted utility
should be evaluated substantively. Thus, an applicant
may provide datagenerated using aparticular animal
model with an appropriate explanation as to why
that data supports the asserted utility. The absence
of a certification that the test in question is an
industry-accepted model isnot dispositive of whether
data from an animal model isin fact relevant to the
asserted utility. Thus, if one skilled in the art would
accept the animal tests as being reasonably predictive
of utility in humans, evidence from those tests should
be considered sufficient to support the credibility of
the asserted utility. InreHartop, 311 F.2d 249, 135
USPQ 419 (CCPA 1962); Inre Krimmel, 292 F.2d
948, 953, 130 USPQ 215, 219 (CCPA 1961); Ex
parte Krepelka, 231 USPQ 746 (Bd. Pat. App. &
Inter. 1986). Office personnel should be careful not
to find evidence unpersuasive simply because no

March 2014



2107.03

anima model for the human disease condition had
been established prior to thefiling of the application.
See Inre Chilowsky, 229 F.2d 457, 461, 108 USPQ
321, 325 (CCPA 1956) (“The mere fact that
something has not previously been done clearly is
not, in itself, a sufficient basis for reecting all
applications purporting to disclose how to do it.”);
In re Wooddy, 331 F.2d 636, 639, 141 USPQ 518,
520 (CCPA 1964) (“It appears that no one on earth
is certain as of the present whether the process
claimed will operate in the manner claimed. Yet
absolute certainty is not required by the law. The
mere fact that something has not previously been
done clearly is not, in itself, a sufficient basis for
rejecting all applications purporting to disclose how
todoit.”).

IV. HUMAN CLINICAL DATA

Office personnel should not impose on applicants
the unnecessary burden of providing evidence from
human clinical trials. Thereisno decisional law that
regquires an applicant to provide data from human
clinical trials to establish utility for an invention
related to treatment of human disorders (see Inre
Isaacs, 347 F.2d 889, 146 USPQ 193 (CCPA 1963);
InreLanger, 503 F.2d 1380, 183 USPQ 288 (CCPA
1974)), even with respect to situations where no
art-recognized animal models existed for the human
disease encompassed by the claims. Ex parte
Balzarini, 21 USPQ2d 1892 (Bd. Pat. App. & Inter.
1991) (human clinical data is not required to
demonstratethe utility of the claimed invention, even
though those skilled in the art might not accept other
evidence to establish the efficacy of the claimed
therapeutic compositions and the operativeness of
the claimed methods of treating humans). Before a
drug can enter human clinical trials, the sponsor,
often the applicant, must provide a convincing
rationale to those especially skilled in the art (e.g.,
the Food and Drug Administration (FDA)) that the
investigation may be successful. Such a rationale
would provide a basis for the sponsor’s expectation
that the investigation may be successful. In order to
determine a protocol for phase | testing, the first
phase of clinical investigation, some credible
rationale of how the drug might be effective or could
be effective would be necessary. Thus, as a general
rule, if an applicant hasinitiated human clinical trias
for atherapeutic product or process, Office personnel
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should presume that the applicant has established
that the subject matter of that trial is reasonably

predictive of having the asserted therapeutic utility.

V. SAFETY AND EFFICACY
CONSIDERATIONS

The Office must confine its review of patent
applications to the statutory requirements of the
patent law. Other agencies of the government have
been assigned the responsibility of ensuring
conformance to standards established by statute for
the advertisement, use, sale or distribution of drugs.
The FDA pursues a two-prong test to provide
approval for testing. Under that test, a sponsor must
show that the investigation does not pose an
unreasonable and significant risk of illnessor injury
and that thereis an acceptable rationale for the study.
As a review matter, there must be a rationale for
believing that the compound could be effective. If
the use reviewed by the FDA is not set forth in the
specification, FDA review may not satisfy 35 U.S.C.
101. However, if the reviewed use is one set forth
in the specification, Office personnel must
be extremely hesitant to challenge utility. In such a
situation, experts at the FDA have assessed the
rationale for the drug or research study upon which
an asserted utility is based and found it satisfactory.
Thus, in chalenging utility, Office personnel must
be able to carry their burden that there is no sound
rational e for the asserted utility even though experts
designated by Congress to decide the issue have
come to an opposite conclusion. “FDA approval,
however, is not a prerequisite for finding a
compound useful within the meaning of the patent
laws.” InreBrana, 51 F.3d 1560, 34 USPQ2d 1436
(Fed. Cir. 1995) (citing Scott v. Finney, 34 F.3d
1058, 1063, 32 USPQ2d 1115, 1120 (Fed. Cir.
1994)).

Thus, while an applicant may on occasion need to
provide evidenceto show that an invention will work
as claimed, it is improper for Office personnel to
request evidence of safety in the treatment of
humans, or regarding the degree of effectiveness.
See Inre Schert, 566 F.2d 1154, 196 USPQ 209
(CCPA 1977); In re Hartop, 311 F.2d 249, 135
USPQ 419 (CCPA 1962); In re Anthony, 414 F.2d
1383, 162 USPQ 594 (CCPA 1969); In re Watson,
517 F.2d 465, 186 USPQ 11 (CCPA 1975); Inre
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Krimmel, 292 F.2d 948, 130 USPQ 215 (CCPA
1961); Ex parte Jovanovics, 211 USPQ 907 (Bd.
Pat. App. & Inter. 1981).

VI. TREATMENT OF SPECIFIC DISEASE
CONDITIONS

Claims directed to a method of treating or curing a
disease for which there have been no previously
successful trestments or cureswarrant careful review
for compliance with 35 U.S.C. 101. The credibility
of an asserted utility for treating a human disorder
may be more difficult to establish where current
scientific understanding suggests that such a task
would be impossible. Such a determination has
always required a good understanding of the state
of the art as of the time that the invention was made.
For example, prior to the 1980’s, there were a
number of cases where an asserted use in treating
cancer in humanswas viewed as“incredible” Inre
Jolles, 628 F.2d 1322, 206 USPQ 885 (CCPA 1980);
In re Buting, 418 F.2d 540, 163 USPQ 689 (CCPA
1969); Ex parte Sevens, 16 USPQ2d 1379 (Bd. Pat.
App. & Inter. 1990); Ex parte Busse, 1 USPQ2d
1908 (Bd. Pat. App. & Inter. 1986); Ex parte
Krepelka, 231 USPQ 746 (Bd. Pat. App. & Inter.
1986); Ex parte Jovanovics, 211 USPQ 907 (Bd.
Pat. App. & Inter. 1981). The fact that there is no
known cure for a disease, however, cannot serve as
the basis for a conclusion that such an invention
lacks utility. Rather, Office personnel must
determine if the asserted utility for the invention is
credible based on the information disclosed in the
application. Only those claimsfor which an asserted
utility is not credible should be rejected. In such
cases, the Office should carefully review what is
being claimed by the applicant. An assertion that the
claimed invention is useful in treating a symptom
of an incurable disease may be considered credible
by a person of ordinary skill in the art on the basis
of afairly modest amount of evidence or support.
In contrast, an assertion that the claimed invention
will be useful in“curing” the disease may require a
significantly greater amount of evidentiary support
to be considered credible by a person of ordinary
skill in the art. In re Schert, 566 F.2d 1154, 196
USPQ 209 (CCPA 1977); In re Jolles, 628 F.2d
1322, 206 USPQ 885 (CCPA 1980). See also Ex
parte Ferguson, 117 USPQ 229 (Bd. Pat. App. &
Inter. 1957).
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In these cases, it is important to note that the Food
and Drug Administration has promulgated
regulations that enable a party to conduct clinical
trials for drugs used to treat life threatening and
severely-dehilitating illnesses, even where no
alternative therapy exists. See 21 CFR 312.80-88
(1994). Implicit in these regulations is the
recognition that experts qualified to evaluate the
effectiveness of therapeutics can and often do find
a sufficient basis to conduct clinical trials of drugs
for incurable or previously untreatable illnesses.
Thus, affidavit evidence from experts in the art
indicating that there is a reasonable expectation of
success, supported by sound reasoning, usualy
should be sufficient to establish that such autility is
credible.

2108-2110 [Reserved]

2111 Claim Interpretation; Broadest
Reasonable Interpretation [R-11.2013]

CLAIMSMUST BEGIVENTHEIR BROADEST
REASONABLE INTERPRETATIONINLIGHT
OF THE SPECIFICATION

During patent examination, the pending claims must
be “given their broadest reasonable interpretation
consistent with the specification.” The Federal
Circuit's en banc decision in Phillips v. AWH
Corp., 415 F.3d 1303, 1316, 75 USPQ2d 1321, 1329
(Fed. Cir. 2005) expressly recognized that the
USPTO employs the “broadest reasonable
interpretation” standard:

The Patent and Trademark Office (“PTQO")
determines the scope of claimsin patent
applications not solely on the basis of theclaim
language, but upon giving claimstheir broadest
reasonable construction “in light of the
specification as it would be interpreted by one
of ordinary skill inthe art.” Inre Am. Acad. of
Sci. Tech. Ctr., 367 F.3d 1359, 1364[, 70
USPQ2d 1827, 1830] (Fed. Cir. 2004). Indeed,
the rules of the PTO require that application
claims must “ conform to the invention as set
forth in the remainder of the specification and
the terms and phrases used in the claims must
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find clear support or antecedent basisin the
description so that the meaning of thetermsin
the claims may be ascertainable by reference
to the description.” 37 CFR 1.75(d)(1).

See dso In re Hyatt, 211 F.3d 1367, 1372, 54
USPQ2d 1664, 1667 (Fed. Cir. 2000). Because
applicant has the opportunity to amend the claims
during prosecution, giving a claim its broadest
reasonable interpretation will reduce the possibility
that the claim, once issued, will beinterpreted more
broadly than isjustified. InreYamamoto, 740 F.2d
1569, 1571 (Fed. Cir. 1984); Inre Zletz, 893 F.2d
319, 321, 13 USPQ2d 1320, 1322 (Fed. Cir. 1989)
(“During patent examination the pending claims
must be interpreted as broadly as their terms
reasonably allow.”); In re Prater, 415 F.2d 1393,
1404-05, 162 USPQ 541, 550-51 (CCPA 1969)
(Claim 9 was directed to aprocess of analyzing data
generated by mass spectrographic analysis of agas.
The process comprised selecting the data to be
analyzed by subjecting the data to a mathematical
manipulation. The examiner made rejections under
35U.S.C. 101 and 35 U.S.C. 102. Inthe 35 U.S.C.
102 rejection, the examiner explained that the claim
was anticipated by a mental process augmented by
pencil and paper markings. The court agreed that
the claim was not limited to using amachineto carry
out the process since the claim did not explicitly set
forth the machine. The court explained that “reading
a clam in light of the specification, to thereby
interpret limitations explicitly recited in the claim,
is a quite different thing from ‘reading limitations
of the specification into aclaim, to thereby narrow
the scope of the claim by implicitly adding disclosed
limitations which have no express basis in the
clam.” The court found that applicant was
advocating the latter, i.e., the impermissible
importation of subject matter from the specification
into the claim.). See aso In re Morris, 127 F.3d
1048, 1054-55, 44 USPQ2d 1023, 1027-28 (Fed.
Cir. 1997) (The court held that the PTO is not
required, in the course of prosecution, to interpret
claimsin applicationsin the same manner as acourt
would interpret claims in an infringement suit.
Rather, the“PTO appliesto verbiage of the proposed
claimsthe broadest reasonable meaning of thewords
in their ordinary usage as they would be understood
by one of ordinary skill intheart, taking into account
whatever enlightenment by way of definitions or
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otherwise that may be afforded by the written
description contained in applicant’s specification.”).

The broadest reasonabl e interpretation of the claims
must also be consistent with the interpretation that
those skilled in the art would reach. Inre Cortright,
165 F.3d 1353, 1359, 49 USPQ2d 1464, 1468 (Fed.
Cir. 1999) (The Board's construction of the claim
limitation “restore hair growth” asrequiring the hair
to be returned to its original state was held to be an
incorrect interpretation of the limitation. The court
held that, consistent with applicant’s disclosure and
the disclosure of three patents from analogous arts
using the same phrase to require only someincrease
in hair growth, one of ordinary skill would construe
“restore hair growth” to mean that the claimed
method increases the amount of hair grown on the
scalp, but does not necessarily produce a full head
of hair.). Thusthefocus of theinquiry regarding the
meaning of a claim should be what would be
reasonable from the perspective of one of ordinary
skill inthe art. Inre Suitco Surface, Inc., 603 F.3d
1255, 1260, 94 USPQ2d 1640, 1644 (Fed. Cir.
2010); Inre Buszard, 504 F.3d 1364, 84 USPQ2d
1749 (Fed. Cir. 2007). In Buszard, the claim was
directed to aflame retardant composition comprising
aflexible polyurethane foam reaction mixture. 504
F.3d at 1365, 84 USPQ2d at 1750. The Federal
Circuit found that the Board's interpretation that
equated a “flexible” foam with a crushed “rigid”
foam was not reasonable. Id. at 1367, 84 USPQ2d
at 1751. Persuasive argument was presented that
persons experienced in the field of polyurethane
foams know that a flexible mixtureis different than
arigid foam mixture. 1d. at 1366, 84 USPQ2d at
1751.

See M PEP § 2173.02 for further discussion of claim
interpretation in the context of analyzing claimsfor

compliance with 35 U.S.C. 112(b) or pre-AlA 35
U.S.C. 112, second paragraph.

2111.01 Plain Meaning [R-11.2013]

[Editor Note: This MPEP section is applicable to
applications subject to the first inventor to file
(FITF) provisions of the Al A except that the rel evant
date is the "effective filing date" of the claimed
invention instead of the "time of the invention,”
which is only applicable to applications subject to
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pre-AlA 35 U.S.C. 102. See 35 U.S.C. 100 (note)
and MPEP § 2150 et seq]

I. THEWORDSOFA CLAIM MUST BE
GIVENTHEIR “PLAIN MEANING” UNLESS
SUCH MEANING ISINCONSISTENT WITH
THE SPECIFICATION

Under a broadest reasonable interpretation, words
of the claim must be given their plain meaning,
unless such meaning is inconsistent with the
specification. The plain meaning of a term means
the ordinary and customary meaning given to the
term by those of ordinary skill in the art at the time
of the invention. The ordinary and customary
meaning of aterm may be evidenced by avariety of
sources, including the words of the claims
themselves, the specification, drawings, and prior
art. However, the best source for determining the
meaning of a claim term is the specification - the
greatest clarity is obtained when the specification
serves as a glossary for the claim terms. The
presumption that a term is given its ordinary and
customary meaning may be rebutted by the applicant
by clearly setting forth a different definition of the
term in the specification. In re Morris, 127 F.3d
1048, 1054, 44 USPQ2d 1023, 1028 (Fed. Cir. 1997)
(the USPTO looks to the ordinary use of the claim
terms taking into account definitions or other
“enlightenment” contained in the written
description); But c.f. In re Am. Acad. of Sci. Tech.
Ctr., 367 F.3d 1359, 1369, 70 USPQ2d 1827, 1834
(Fed. Cir. 2004) (*We have cautioned against reading
limitations into a clam from the preferred
embodiment described in the specification, even if
it is the only embodiment described, absent clear
disclaimer in the specification.”). When the
specification setsaclear path to the claim language,
the scope of the claims is more easily determined
and the public notice function of the claimsis best
served.

Although claims of issued patents areinterpreted in
light of the specification, prosecution history, prior
art and other claims, this is not the mode of claim
interpretation to be applied during examination.
During examination, the claims must be interpreted
as broadly as their terms reasonably allow. In re
American Academy of Science Tech Center, 367 F.3d
1359, 1369, 70 USPQ2d 1827, 1834 (Fed. Cir. 2004)

2100-51

2111.01

(The USPTO uses adifferent standard for construing
clams than that used by district courts; during
examination the USPTO must give claims their
broadest reasonable interpretation in light of the
specification.). This means that the words of the
claim must be given their plain meaning unless the
plain meaning isinconsistent with the specification.
In re Zletz, 893 F.2d 319, 321, 13 USPQ2d 1320,
1322 (Fed. Cir. 1989) (discussed below); Chef
America, Inc. v. Lamb-Weston, Inc., 358 F.3d 1371,
1372, 69 USPQ2d 1857 (Fed. Cir. 2004) (Ordinary,
simple English words whose meaning is clear and
unquestionable, absent any indication that their use
in a particular context changes their meaning, are
construed to mean exactly what they say. Thus,
“heating the resulting batter-coated dough to a

temperature in the range of about 400°F to 850°F”
required heating the dough, rather thantheair inside
an oven, to the specified temperature.).

. ITISIMPROPER TO IMPORT CLAIM
LIMITATIONS FROM THE SPECIFICATION

“Though understanding the claim language may be
aided by explanations contained in the written
description, itisimportant not to import intoaclaim
limitations that are not part of the claim. For
example, a particular embodiment appearing in the
written description may not be read into a claim
when the clam language is broader than the
embodiment”  Superguide Corp. v. DirecTV
Enterprises, Inc., 358 F.3d 870, 875, 69 USPQ2d
1865, 1868 (Fed. Cir. 2004). See aso
Liebel-Flarsheim Co. v. Medrad Inc., 358 F.3d 898,
906, 69 USPQ2d 1801, 1807 (Fed. Cir. 2004)
(discussing recent cases wherein the court expressly
rejected the contention that if a patent describesonly
a single embodiment, the claims of the patent must
be construed as being limited to that embodiment);
E-Pass Techs,, Inc. v. 3Com Corp., 343 F.3d 1364,
1369, 67 USPQ2d 1947, 1950 (Fed. Cir. 2003)
(“Interpretation of descriptive statements in a
patent’s written description is a difficult task, as an
inherent tension exists as to whether a statement is
a clear lexicographic definition or a description of
apreferred embodiment. The problemisto interpret
clams ‘in view of the specification’ without
unnecessarily importing limitations from the
specification into the claims”); Altiris Inc. wv.
Symantec Corp., 318 F.3d 1363, 1371, 65 USPQ2d
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1865, 1869-70 (Fed. Cir. 2003) (Although the
specification discussed only a single embodiment,
the court held that it was improper to read a specific
order of stepsinto method claimswhere, asamatter
of logic or grammar, the language of the method
claims did not impose a specific order on the
performance of the method steps, and the
specification did not directly or implicitly require a
particular order). See also subsection V., below.
When an element is claimed using language falling
under the scope of 35 U.S.C. 112(a) or pre-AlA
35U.S.C. 112, 6th paragraph (often broadly referred
to asmeans- (or step-) plus- function language), the
specification must be consulted to determine the
structure, material, or acts corresponding to the
function recited in the claim. In re Donaldson, 16
F.3d 1189, 29 USPQ2d 1845 (Fed. Cir. 1994) (see
MPEP § 2181- MPEP § 2186).

In In re Zletz, supra, the examiner and the Board
had interpreted claims reading “normally solid
polypropylene” and “normally solid polypropylene
having acrystalline polypropylene content” as being
limited to “normally solid linear high homopolymers
of propylenewhich have acrystalline polypropylene
content.” The court ruled that limitations, not present
in the claims, were improperly imported from the
specification. See aso Inre Marosi, 710 F.2d 799,
802, 218 USPQ 289, 292 (Fed. Cir. 1983) (“'claims
are not to be read in a vacuum, and limitations
therein are to be interpreted in light of the
gpecification in giving them their ‘broadest
reasonableinterpretation.” (quoting Inre Okuzawa,
537 F.2d 545, 548, 190 USPQ 464, 466 (CCPA
1976)). The court looked to the specification to
construe “essentially free of akai meta” as
including unavoidable levels of impurities but no
more.). Compare In re Weiss, 989 F.2d 1202,
26 USPQ2d 1885 (Fed. Cir. 1993) (unpublished
decision - cannot be cited as precedent) (The claim
related to an athletic shoe with cleats that “break
away at apreselected level of force” and thus prevent
injury to the wearer. The examiner rejected the
claims over prior art teaching athletic shoes with
cleats not intended to break off and rationalized that
the cleats would break away given a high enough
force. The court reversed the rejection stating that
when interpreting aclaim term which isambiguous,
such as "'apreselected level of force," we must ook
to the specification for the meaning ascribed to that
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term by the inventor.” The specification had defined
“preselected level of force” asthat level of force at
which the breaking away will prevent injury to the
wearer during athletic exertion.)

1. “PLAIN MEANING” REFERSTO THE
ORDINARY AND CUSTOMARY MEANING
GIVENTO THE TERM BY THOSE OF
ORDINARY SKILL INTHE ART

“[TThe ordinary and customary meaning of aclaim
term is the meaning that the term would have to a
person of ordinary skill in the art in question at the
time of the invention, i.e., as of the effective filing
date of the patent application.” Phillips v. AWH
Corp.,415 F.3d 1303, 1313, 75 USPQ2d 1321, 1326
(Fed. Cir. 2005) (en banc); Sunrace Roots Enter.
Co. v. SRAM Corp., 336 F.3d 1298, 1302, 67
USPQ2d 1438, 1441 (Fed. Cir. 2003);

Brookhill-Wilk 1, LLC v. Intuitive Surgical, Inc.,
334 F.3d 1294, 1298 67 USPQ2d 1132, 1136 (Fed.
Cir. 2003) (“In the absence of an express intent to
impart anovel meaning to the claim terms, thewords
are presumed to take on the ordinary and customary
meanings attributed to them by those of ordinary
skill in the art.”). It is the use of the words in the
context of the written description and customarily
by those skilled in the relevant art that accurately
reflects both the “ordinary” and the “customary”
meaning of the terms in the claims. Ferguson
Beauregard/Logic Controls v. Mega Systems, 350
F.3d 1327, 1338, 69 USPQ2d 1001, 1009 (Fed. Cir.
2003) (Dictionary definitionswere used to determine
the ordinary and customary meaning of the words
“normal” and “ predetermine” to those skilled in the
art. In construing claim terms, the general meanings
gleaned from reference sources, such asdictionaries,
must always be compared against the use of the
termsin context, and theintrinsic record must always
be consulted to identify which of the different
possibledictionary meaningsis most consistent with
the use of the words by the inventor.); ACTV, Inc.
v. The Walt Disney Company, 346 F.3d 1082, 1092,
68 USPQ2d 1516, 1524 (Fed. Cir. 2003) (Sincethere
was no express definition given for theterm “URL”
in the specification, the term should be given its
broadest reasonable interpretation consistent with
the intrinsic record and take on the ordinary and
customary meaning attributed to it by those of
ordinary skill in the art; thus, the term “URL” was
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held to encompass both relative and absolute URL s);
and E-Pass Technologies, Inc. v. 3Com Corporation,
343 F.3d 1364, 1368, 67 USPQ2d 1947, 1949 (Fed.
Cir. 2003) (Where no explicit definition for theterm
“electronic multi-function card” was given in the
specification, this term should be given its ordinary
meaning and broadest reasonabl e interpretation; the
term should not be limited to the industry standard
definition of credit card wherethereisno suggestion
that this definition applies to the electronic
multi-function card as claimed, and should not be
limited to preferred embodiments in the
specification.).

The ordinary and customary meaning of aterm may
be evidenced by avariety of sources, including “the
words of the claims themselves, the remainder of
the specification, the prosecution history, and
extrinsic evidence concerning relevant scientific
principles, the meaning of technical terms, and the
state of the art.” Phillips v. AWH Corp., 415 F.3d
at 1314, 75 USPQ2d at 1327. If extrinsic reference
sources, such as dictionaries, evidence more than
one definition for the term, the intrinsic record must
be consulted to identify which of the different
possible definitions is most consistent with
applicant’s use of the terms. Brookhill-Wilk 1, 334
F.3d at 1300, 67 USPQ2d at 1137; see also
Renishaw PLC v. Marposs Societa' per Azioni, 158
F.3d 1243, 1250, 48 USPQ2d 1117, 1122 (Fed. Cir.
1998) (“Where there are several common meanings
for aclaim term, the patent disclosure servesto point
away from the improper meanings and toward the
proper meanings”) and  Vitronics Corp. V.
Conceptronic Inc., 90 F.3d 1576, 1583, 39 USPQ2d
1573, 1577 (Fed. Cir. 1996) (construing the term
“solder reflow temperature” to mean “peak reflow
temperature” of solder rather than the “liquidus
temperature” of solder in order to remain consistent
with the specification.). If more than one extrinsic
definition is consistent with the use of the wordsin
the intrinsic record, the clam terms may be
construed to encompass all consistent meanings. See
e.g., Rexnord Corp. v. Laitram Corp., 274 F.3d
1336, 1342, 60 USPQ2d 1851, 1854 (Fed. Cir. 2001)
(explaining the court’'s analytical process for
determining the meaning of disputed claim terms);
Toro Co. v. White Consol. Indus., Inc., 199 F.3d
1295, 1299, 53 USPQ2d 1065, 1067 (Fed. Cir. 1999)
(“[W]ords in patent claims are given their ordinary
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meaning in the usage of the field of the invention,
unlessthe text of the patent makes clear that aword
was used with aspecial meaning.”). Compare MSM
Investments Co. v. Carolwood Corp., 259 F.3d 1335,
1339-40, 59 USPQ2d 1856, 1859-60 (Fed. Cir. 2001)
(Claims directed to a method of feeding an animal
a beneficiad amount of methylsulfonylmethane
(MSM) to enhance the animal’s diet were held
anticipated by prior oral administration of MSM to
human patientsto relieve pain. Although the ordinary
meaning of “feeding” islimited to provision of food
or nourishment, the broad definition of “food” inthe
written description warranted finding that the
claimed method encompasses the use of MSM for
both nutritional and pharmacological purposes.); and
Rapoport v. Dement, 254 F.3d 1053, 1059-60, 59
USPQ2d 1215, 1219-20 (Fed. Cir. 2001) (Both
intrinsic evidence and the plain meaning of the term
“method for treatment of sleep apneas’ supported
construction of theterm asbeing limited to treatment
of the underlying sleep apneadisorder itself, and not
encompassing treatment of anxiety and other
secondary symptoms related to sleep apnea.).

IV. APPLICANT MAY BE OWN
LEXICOGRAPHER

An applicant is entitled to be his or her own
lexicographer and may rebut the presumption that
claim terms are to be given their ordinary and
customary meaning by clearly setting forth a
definition of the term that is different from its
ordinary and customary meaning(s). See In re
Paulsen, 30 F.3d 1475, 1480, 31 USPQ2d 1671,
1674 (Fed. Cir. 1994) (inventor may define specific
terms used to describe invention, but must do so
“with reasonable clarity, deliberateness, and
precision” and, if done, must “* set out hisuncommon
definition in some manner within the patent
disclosure’ so as to give one of ordinary skill in the
art notice of the change” in meaning) (quoting
Intellicall, Inc. v. Phonometrics, Inc., 952 F.2d
1384, 1387-88, 21 USPQ2d 1383, 1386 (Fed. Cir.
1992)). Where an explicit definition is provided by
the applicant for aterm, that definition will control
interpretation of the term asit is used in the claim.
Toro Co. v. White Consolidated IndustriesInc., 199
F.3d 1295, 1301, 53 USPQ2d 1065, 1069 (Fed. Cir.
1999) (meaning of words used in a claim is not
construed in a “lexicographic vacuum, but in the
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context of the specification and drawings’). Any
speciad meaning assigned to a term “must be
sufficiently clear in the specification that any
departure from common usage would be so
understood by a person of experiencein thefield of
the invention.”  Multiform Desiccants Inc. V.
Medzam Ltd., 133 F.3d 1473, 1477, 45 USPQ2d
1429, 1432 (Fed. Cir. 1998). See dso Process
Control Corp. v. HydReclaim Corp., 190 F.3d 1350,
1357, 52 USPQ2d 1029, 1033 (Fed. Cir. 1999) and
M PEP § 2173.05(a). The specification should aso
berelied on for morethan just explicit |exicography
or clear disavowal of claim scope to determine the
meaning of a claim term when applicant acts as his
or her own lexicographer; the meaning of aparticular
claim term may be defined by implication, that is,
according to the usage of the term in the context in
the specification. See Phillips v. AWH Corp., 415
F.3d 1303, 75 USPQ2d 1321 (Fed. Cir. 2005) (en
banc); and Vitronics Corp. v. Conceptronic Inc., 90
F.3d 1576, 1583, 39 USPQ2d 1573, 1577 (Fed. Cir.
1996). Compare Merck & Co., Inc., v. Teva Pharms.
USA, Inc., 395 F.3d 1364, 1370, 73 USPQ2d 1641,
1646 (Fed. Cir. 2005) (the court held that patentee
failed to redefine the ordinary meaning of “about”
to mean “exactly” in clear enough terms to justify
the counterintuitive definition of “about” stating that
“When a patentee acts as his own lexicographer in
redefining the meaning of particular claim terms
away from their ordinary meaning, he must clearly
express that intent in the written description.”).

See dso MPEP § 2173.05(a).

2111.02 Effect of Preamble[R-08.2012]

The determination of whether a preamble limits a
claimismade on acase-by-case basisin light of the
facts in each case; there is no litmus test defining
when a preamble limits the scope of a claim.
Catalina Mktg. Int’l v. Coolsavings.com, Inc., 289
F.3d 801, 808, 62 USPQ2d 1781, 1785 (Fed. Cir.
2002). See id. at 808-10, 62 USPQ2d at 1784-86
for a discussion of guideposts that have emerged
from various decisions exploring the preamble’'s
effect on claim scope, as well as a hypothetical
example illustrating these principles.

“[A] claim preamble has the import that the claim
as a whole suggests for it” Bell Communications
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Research, Inc. v. Vitalink Communications Corp.,
55 F.3d 615, 620, 34 USPQ2d 1816, 1820 (Fed. Cir.
1995). “If the claim preamble, when read in the
context of the entire claim, recites limitations of the
claim, or, if the claim preambleis‘ necessary to give
life, meaning, and vitality’ to the claim, then the
claim preamble should be construed as if in the
balance of the clam.” Pitney Bowes, Inc. V.
Hewlett-Packard Co., 182 F.3d 1298, 1305, 51
USPQ2d 1161, 1165-66 (Fed. Cir. 1999). See also
Jansen v. Rexall Sundown, Inc., 342 F.3d 1329,
1333, 68 USPQ2d 1154, 1158 (Fed. Cir. 2003)(In
considering the effect of the preamble in a clam
directed to a method of treating or preventing
pernicious anemia in humans by administering a
certain vitamin preparation to “a human in need
thereof,” the court held that the claims' recitation of
a patient or a human “in need” gives life and
meaning to the preamble’s statement of purpose.).
Kropa v. Robie, 187 F.2d 150, 152, 88 USPQ 478,
481 (CCPA 1951) (A preamblereciting “An abrasive
article” was deemed essential to point out the
invention defined by claimsto an article comprising
abrasive grains and a hardened binder and the
process of making it. The court stated “it is only by
that phrase that it can be known that the subject
matter defined by the claims is comprised as an
abrasive article. Every union of substances capable
inter alia of use as abrasive grains and a binder is
not an ‘abrasive article’” Therefore, the preamble
served to further define the structure of the article
produced.).

|. PREAMBLE STATEMENTSLIMITING
STRUCTURE

Any terminology in the preamble that limits the
structure of the claimed invention must be treated
asaclaim limitation. See, e.g., Corning Glass\Wbrks
v. Sumitomo Elec. U.SA,, Inc., 868 F.2d 1251, 1257,
9 USPQ2d 1962, 1966 (Fed. Cir. 1989) (The
determination of whether preamble recitations are
structural limitations can be resolved only on review
of the entirety of the application “to gain an
understanding of what the inventors actually
invented and intended to encompass by theclaim.”);
Pac-Tec Inc. v. Amerace Corp., 903 F.2d 796, 801,
14 USPQ2d 1871, 1876 (Fed. Cir. 1990)
(determining that preamble language that constitutes
astructural limitation is actually part of the claimed
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invention). See also Inre Sencel, 828 F.2d 751, 4
USPQ2d 1071 (Fed. Cir. 1987). (The claim at issue
was directed to a driver for setting a joint of a
threaded collar; however, the body of the claim did
not directly includethe structure of the collar as part
of the claimed article. The examiner did not consider
the preamble, which did set forth the structure of the
collar, as limiting the claim. The court found that
the collar structure could not be ignored. While the
claim was not directly limited to the collar, the collar
structure recited in the preamble did limit the
structure of the driver. “[T]he framework - the
teachings of the prior art - against which patentability
is measured is not al drivers broadly, but drivers
suitable for use in combination with this collar, for
the clams are so limited.” Id. at 1073, 828 F.2d at
754.

Il. PREAMBLE STATEMENTSRECITING
PURPOSE OR INTENDED USE

The claim preamble must be read in the context of
the entire claim. The determination of whether
preamble recitations are structural limitations or
mere statements of purpose or use “can be resolved
only on review of the entirety of the[record] to gain
an understanding of what the inventors actually
invented and intended to encompass by the claim.”
Corning GlassWorks, 868 F.2d at 1257, 9 USPQ2d
at 1966. If the body of aclaim fully and intrinsically
sets forth all of the limitations of the claimed
invention, and the preamble merely states, for
example, the purpose or intended use of the
invention, rather than any distinct definition of any
of the claimed invention’s limitations, then the
preambleis not considered alimitation and is of no
significance to claim construction. Pitney Bowes,
Inc. v. Hewlett-Packard Co., 182 F.3d 1298, 1305,
51 USPQ2d 1161, 1165 (Fed. Cir. 1999). See aso
Rowev. Dror, 112 F.3d 473, 478, 42 USPQ2d 1550,
1553 (Fed. Cir. 1997) (“where a patentee defines a
structurally complete invention in the claim body
and uses the preamble only to state a purpose or
intended use for the invention, the preamble is not
aclaim limitation”); Kropa v. Robie, 187 F.2d at
152, 88 USPQ2d at 480-81 (preamble is not a
limitation where claim is directed to a product and
the preamble merely recites a property inherent in
an old product defined by the remainder of the
claim); STXLLC. v. Brine, 211 F.3d 588, 591, 54
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USPQ2d 1347, 1350 (Fed. Cir. 2000) (holding that
the preamble phrase “which provides improved
playing and handling characteristics’ in a claim
drawn to ahead for alacrosse stick was not aclaim
limitation). Compare Jansen v. Rexall Sundown,
Inc., 342 F.3d 1329, 1333-34, 68 USPQ2d 1154,
1158 (Fed. Cir. 2003) (In a claim directed to a
method of treating or preventing pernicious anemia
in humans by administering a certain vitamin
preparation to “ahuman in need thereof,” the court
held that the preamble is not merely a statement of
effect that may or may not be desired or appreciated,
but rather is a statement of the intentional purpose
for which the method must be performed. Thus the
claimisproperly interpreted to mean that the vitamin
preparation must be administered to a human with
a recognized need to treat or prevent pernicious
anemia.); In re Cruciferous Sprout Litig., 301 F.3d
1343, 1346-48, 64 USPQ2d 1202, 1204-05 (Fed.
Cir. 2002) (A claim at issue was directed to amethod
of preparing a food rich in glucosinolates wherein
cruciferous sprouts are harvested prior to the 2-leaf
stage. The court held that the preambl e phrase “rich
inglucosinolates’ hel ps define the claimed invention,
as evidenced by the specification and prosecution
history, and thus is a limitation of the claim
(although the claim was anticipated by prior art that
produced  sprouts inherently  “rich  in
glucosinolates’)).

During examination, statements in the preamble
reciting the purpose or intended use of the claimed
invention must be evaluated to determine whether
the recited purpose or intended use results in a
structural difference (or, in the case of process
claims, manipul ative difference) between the claimed
invention and the prior art. If so, the recitation serves
to limit the claim. See, e.g.,, In re Otto, 312 F.2d
937, 938, 136 USPQ 458, 459 (CCPA 1963) (The
claims were directed to a core member for hair
curlers and a process of making a core member for
hair curlers. Court held that the intended use of hair
curling was of no significance to the structure and
process of making.); Inre Snex, 309 F.2d 488, 492,
135 USPQ 302, 305 (CCPA 1962) (statement of
intended use in an apparatus clam did not
distinguish over the prior art apparatus). If a prior
art structure is capable of performing the intended
use as recited in the preamble, then it meets the
clam. See, eg., In re Schreiber, 128 F.3d 1473,
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1477, 44 USPQ2d 1429, 1431 (Fed. Cir. 1997)
(anticipation rejection affirmed based on Board's
factual finding that the reference dispenser (a spout
disclosed as useful for purposes such as dispensing
oil from an oil can) would be capable of dispensing
popcorn in the manner set forth in appellant’sclaim
1 (a dispensing top for dispensing popcorn in a
specified manner)) and cases cited therein. See aso
MPEP §2112 - MPEP §2112.02.

However, a“ preamble may provide context for claim
construction, particularly, where ... that preamble’s
statement of intended use forms the basis for
distinguishing the prior art in the patent’s prosecution
history.” Metabolite Labs., Inc. v. Corp. of Am.
Holdings, 370 F.3d 1354, 1358-62, 71 USPQ2d
1081, 1084-87 (Fed. Cir. 2004). The patent claim at
issue was directed to atwo-step method for detecting
adeficiency of vitamin Bq2 or folic acid, involving
(i) assaying a body fluid for an “elevated level” of
homocysteine, and (ii) “correlating” an “elevated”
level with avitamin deficiency. 1d. at 1358-59, 71
USPQ2d at 1084. The court stated that the disputed
clamterm“correlating” can include comparing with
either an unelevated level or elevated level, as
opposed to only an elevated level because adding
the“correlating” step in the claim during prosecution
to overcome prior art tied the preamble directly to
the “correlating” step. Id. at 1362, 71 USPQ2d at
1087. The recitation of the intended use of
“detecting” a vitamin deficiency in the preamble
rendered the claimed invention a method for
“detecting,” and, thus, was not limited to detecting
“elevated” levels. 1d.

See dso Catalina Mktg. Int'l, 289 F.3d at 808-09,
62 USPQ2d at 1785 (“[C]lear reliance on the
preamble during prosecution to distinguish the
claimed invention from the prior art transforms the
preamble into a claim limitation because such
reliance indicates use of the preamble to define, in
part, the claimed invention....Without such reliance,
however, a preamble generally is not limiting when
the claim body describes a structurally complete
invention such that deletion of the preamble phrase
does not affect the structure or steps of the claimed
invention.” Consequently, “preamble language
merely extolling benefits or features of the claimed
invention does not limit the claim scope without
clear reliance on those benefits or features as
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patentably significant.”). In  Poly-America LP v.
GSE Lining Tech. Inc., 383 F.3d 1303, 1310, 72
USPQ2d 1685, 1689 (Fed. Cir. 2004), the court
stated that “a ‘[r]eview of the entirety of the '047
patent reveals that the preamble language relating
to ‘blown-film’ does not state a purpose or an
intended use of the invention, but rather discloses a
fundamental characteristic of the claimed invention
that is properly construed as a limitation of the
clam™ Compare Intirtool, Ltd. v. Texar Corp., 369
F.3d 1289, 1294-96, 70 USPQ2d 1780, 1783-84
(Fed. Cir. 2004) (holding that the preamble of a
patent claim directed to a “hand-held punch pliers
for simultaneously punching and connecting
overlapping sheet metal” was not alimitation of the
claim because (i) the body of the claim described a
“structurally complete invention” without the
preamble, and (ii) statementsin prosecution history
referring to “ punching and connecting” function of
invention did not constitute “clear reliance” on the
preamble needed to make the preamble alimitation).

2111.03 Transitional Phrases[R-08.2012]

The transitional phrases “comprising”, “consisting
essentially of” and “consisting of” define the scope
of aclaim with respect to what unrecited additional
components or steps, if any, are excluded from the
scope of the claim. The determination of what is or
isnot excluded by atransitional phrase must be made
on a case-by-case basis in light of the facts of each
case.

The transitiona term “comprising”, which is
synonymous with “including,” *“containing,” or
“characterized by,” is inclusive or open-ended and
does not exclude additional, unrecited elements or
method steps. See, e.g., MarsInc. v. H.J. Heinz Co.,
377 F.3d 1369, 1376, 71 USPQ2d 1837, 1843 (Fed.
Cir. 2004) (“like the term ‘comprising,” the terms
‘containing’ and ‘mixture’ are open-ended.”).

Invitrogen Corp. v. Biocrest Manufacturing, L.P,
327 F.3d 1364, 1368, 66 USPQ2d 1631, 1634 (Fed.
Cir. 2003) (“ Thetransition ‘comprising’ inamethod
claim indicates that the claim is open-ended and
allows for additional steps”); Genentech, Inc. v.
Chiron Corp., 112 F.3d 495, 501, 42 USPQ2d 1608,
1613 (Fed. Cir. 1997) (“Comprising” isaterm of art
used in claim language which means that the named
elements are essential, but other elements may be
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added and still form a construct within the scope of
theclaim.); Moleculon Research Corp. v. CBS, Inc.,
793 F.2d 1261, 229 USPQ 805 (Fed. Cir. 1986); In
re Baxter, 656 F.2d 679, 686, 210 USPQ 795, 803
(CCPA 1981); Ex parte Davis, 80 USPQ 448, 450
(Bd. App. 1948) (“comprising” leaves “the claim
open for the inclusion of unspecified ingredients
even in maor amounts’). In  Gillette Co. v.
Energizer Holdings Inc., 405 F.3d 1367, 1371-73,
74 USPQ2d 1586, 1589-91 (Fed. Cir. 2005), the
court held that a claim to “a safety razor blade unit
comprising a guard, a cap, and a group of first,
second, and third blades’ encompasses razors with
more than three blades because the transitional
phrase“comprising” in the preamble and the phrase
“group of” are presumptively open-ended. “ Theword
‘comprising’ transitioning from the preamble to the
body signals that the entire claim is presumptively
open-ended.” Id. In contrast, the court noted the
phrase“group consisting of” isaclosed term, which
isoften used in claim drafting to signal a“Markush
group” that isby itsnature closed. Id. The court also
emphasized that reference to “first,” “second,” and
“third” blades in the claim was not used to show a
serial or numerical limitation but instead was used
to distinguish or identify the various members of the
group. Id.

Thetransitional phrase*” consisting of” excludesany
element, step, or ingredient not specified in the
clam. In re Gray, 53 F.2d 520, 11 USPQ 255
(CCPA 1931); Ex parte Davis, 80 USPQ 448, 450
(Bd. App. 1948) (“consisting of” defined as*“ closing
the claim to the inclusion of materials other than
those recited except for impurities ordinarily
associated therewith.”). But see Norian Corp. V.
Stryker Corp., 363 F.3d 1321, 1331-32, 70 USPQ2d
1508, 1516 (Fed. Cir. 2004) (holding that a bone
repair kit “consisting of” claimed chemicals was
infringed by abone repair kit including a spatulain
addition to the claimed chemicals because the
presence of the spatulawas unrelated to the claimed
invention). A claim which depends from a claim
which “consists of” the recited elements or steps
cannot add an element or step. When the phrase
“consists of” appears in a clause of the body of a
clam, rather than immediately following the
preamble, it [imits only the element set forth in that
clause; other elements are not excluded from the
clam as a whole Mannesmann Demag
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Corp. v. Engineered Metal Products Co., 793 F.2d
1279, 230 USPQ 45 (Fed. Cir. 1986). See also In
re Crish, 393 F.3d 1253, 73 USPQ2d 1364 (Fed.
Cir. 2004) (The claims at issue “related to purified
DNA molecules having promoter activity for the
human involucrin gene (hINV).” Id., 73 USPQ2d
at 1365. In determining the scope of applicant’s
claims directed to “a purified oligonucleotide
comprising at least a portion of the nucleotide
sequence of SEQ ID NO:1 wherein said portion
consists of the nucleotide sequencefrom ... t0 2473
of SEQ ID NO:1, and wherein said portion of the
nucleotide sequence of SEQ ID NO:1 has promoter
activity,” the court stated that the use of “consists’
in the body of the claims did not limit the
open-ended “comprising” language in the claims
(emphasesadded). Id. at 1257, 73 USPQ2d at 1367.
The court held that the claimed promoter sequence
designated as SEQ ID NO:1 was obtained by
sequencing the same prior art plasmid and was
therefore anticipated by the prior art plasmid which
necessarily possessed the same DNA sequence as
the claimed oligonucleotides. Id. at 1256 and 1259,
73 USPQ2d at 1366 and 1369. The court affirmed
the Board's interpretation that the transition phrase
“consists’ did not limit the claimsto only the recited
numbered nucleotide sequences of SEQ ID NO:1
and that “the transition language ‘comprising’
allowed the claims to cover the entire involucrin
gene plus other portions of the plasmid, aslong as
the gene contained the specific portions of SEQ ID
NO:1 recited by the clam[s].” Id. at 1256, 73
USPQ2d at 1366.

The transitional phrase “consisting essentially of”
limits the scope of aclaim to the specified materials
or steps “and those that do not materially affect the
basic and novel characteristic(s)” of the claimed
invention. In re Herz, 537 F.2d 549, 551-52,
190 USPQ 461, 463 (CCPA 1976) (emphasis in
origina) (Prior art hydraulic fluid required a
dispersant which appellants argued was excluded
from claimslimited to afunctional fluid “ consisting
essentially of” certain components. In finding the
claims did not exclude the prior art dispersant, the
court noted that appellants’ specification indicated
the claimed composition can contain any well-known
additive such as a dispersant, and there was no
evidence that the presence of a dispersant would
materially affect the basic and novel characteristic

March 2014



2111.03

of the claimed invention. The prior art composition
had the same basic and novel characteristic
(increased oxidation resistance) aswell asadditional
enhanced detergent and dispersant characteristics.).
“A ‘consisting essentially of’ claim occupies a
middle ground between closed claimsthat arewritten
ina‘consisting of’ format and fully open claimsthat
are drafted in a ‘comprising’ format” PPG
Industries v. Guardian Industries, 156 F.3d 1351,
1354, 48 USPQ2d 1351, 1353-54 (Fed. Cir. 1998).
See dso Atlas Powder v. E.l. duPont de Nemours
& Co., 750 F.2d 1569, 224 USPQ 409 (Fed. Cir.
1984); In re Janakirama-Rao, 317 F.2d 951,
137 USPQ 893 (CCPA 1963); Water Technologies
Corp. vs. Calco, Ltd., 850 F.2d 660, 7 USPQ2d 1097
(Fed. Cir. 1988). For the purposes of searching for
and applying prior art under 35 U.S.C. 102 and 103,
absent a clear indication in the specification or
claims of what the basic and novel characteristics
actually are, “consisting essentialy of” will be
construed as equivalent to “comprising.” See, e.g.,
PPG, 156 F.3d at 1355, 48 USPQ2d at 1355 (“PPG
could have defined the scope of the phrase
‘consisting essentially of’ for purposes of its patent
by making clear in its specification what it regarded
as congtituting a material change in the basic and
novel characteristics of the invention.”). See also
AK Seel Corp. v. Sollac, 344 F.3d 1234, 1240-41,
68 USPQ2d 1280, 1283-84 (Fed. Cir. 2003)
(Applicant’s statement in the specification that
“dilicon contents in the coating metal should not
exceed about 0.5% by weight” along with a
discussion of the deleterious effects of silicon
provided basis to conclude that silicon in excess of
0.5% by weight would materially alter the basic and
novel properties of the invention. Thus, “consisting
essentialy of” as recited in the preamble was
interpreted to permit no more than 0.5% by weight
of glicon in the aluminum coating.); In re
Janakirama-Rao, 317 F.2d 951, 954, 137 USPQ
893, 895-96 (CCPA 1963). If an applicant contends
that additional steps or materialsin the prior art are
excluded by the recitation of “consisting essentially
of,” applicant has the burden of showing that the
introduction of additional steps or componentswould
materially change the characteristics of applicant’s
invention. In re De Lajarte, 337 F.2d 870, 143
USPQ 256 (CCPA 1964). See aso Ex parte
Hoffman, 12 USPQ2d 1061, 1063-64 (Bd. Pat. App.
& Inter. 1989) (“Although ‘consisting essentialy
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of is typically used and defined in the context of
compositions of matter, wefind nothing intrinsically
wrong with the use of such language as a modifier
of method steps. . . [rendering] the claim open only
for the inclusion of steps which do not materialy
affect the basic and novel characteristics of the
claimed method. To determine the steps included
versus excluded the claim must be read in light of
the specification. . . . [I]t isan applicant’s burden to
establish that a step practiced in a prior art method
isexcluded from hisclaimsby ‘ consisting essentially
of " language.”).

OTHER TRANSITIONAL PHRASES

Transitional phrases such as “having” must be
interpreted in light of the specification to determine
whether open or closed claim language is intended.
See, e.g., Lampi Corp. v. American Power Products
Inc., 228 F.3d 1365, 1376, 56 USPQ2d 1445, 1453
(Fed. Cir. 2000) (Theterm “having” wasinterpreted
asopen terminology, allowing theinclusion of other
components in addition to those recited); Crystal
Semiconductor Corp. v. TriTech Microelectronics
Int’l Inc., 246 F.3d 1336, 1348, 57 USPQ2d 1953,
1959 (Fed. Cir. 2001) (term “having” in transitional
phrase “ does not create a presumption that the body
of the claimis open”); Regents of the Univ. of Cal.
v. Eli Lilly & Co., 119 F.3d 1559, 1573, 43 USPQ2d
1398, 1410 (Fed. Cir. 1997) (In the context of a
cDNA having a sequence coding for human PI, the
term “having” still permitted inclusion of other
moieties.). The transitional phrase “composed of”
has been interpreted in the same manner as either
“consisting of” or “consisting essentially of,
depending on the facts of the particular case. See
AFG Industries, Inc. v. Cardinal IG Company, 239
F.3d 1239, 1245, 57 USPQ2d 1776, 1780-81 (Fed.
Cir. 2001) (based on specification and other
evidence, “composed of” interpreted in same manner
as “consisting essentially of”); In re Bertsch, 132
F.2d 1014, 1019-20, 56 USPQ 379, 384 (CCPA
1942) (* Composed of” interpreted in same manner
as“consisting of”; however, court further remarked
that “the words ‘composed of’ may under certain
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circumstances be given, in patent law, a broader
meaning than ‘ consisting of .’ ”).

2111.04 “Adapted to,” “ Adapted for,”
“Wherein,” and “Whereby” Clauses
[R-08.2012]

Claim scope is not limited by claim language that
suggests or makes optional but does not require steps
to be performed, or by claim language that does not
limit a claim to a particular structure. However,
examples of clam language, although not
exhaustive, that may raise a question as to the
limiting effect of the language in aclaim are:

(A) “adapted to” or “adapted for” clauses;
(B) “wherein” clauses; and
(C) “whereby” clauses.

The determination of whether each of these clauses
is a limitation in a claim depends on the specific
facts of the case. See, e.g., Griffin v. Bertina, 283
F.3d 1029, 1034, 62 USPQ2d 1431 (Fed. Cir. 2002)
(finding that a “wherein” clause limited a process
claim where the clause gave “meaning and purpose
to the manipulative steps’). In Hoffer v. Microsoft
Corp., 405 F.3d 1326, 1329, 74 USPQ2d 1481, 1483
(Fed. Cir. 2005), the court held that when a
“‘whereby’ clause states a condition that is material
to patentability, it cannot be ignored in order to
change the substance of theinvention.” 1d. However,
the court noted (quoting Minton v. Nat'l Ass'n of
Securities Dealers, Inc., 336 F.3d 1373, 1381, 67
USPQ2d 1614, 1620 (Fed. Cir. 2003)) that a
“‘whereby clause in a method claim is not given
weight when it simply expresses the intended result
of a process step positively recited.’” 1d.

2111.05 Functional and Nonfunctional
Descriptive Material [R-08.2012]

USPTO personnel must consider al claim limitations
when determining patentability of an invention over
the prior art. In re Gulack, 703 F.2d 1381, 1385,
217 USPQ 401, 403-04 (Fed. Cir. 1983). Since a
claim must be read as a whole, USPTO personnel
may not disregard claim limitations comprised of
printed matter. See 1d. at 1384, 217 USPQ at 403;
see also Diamond v. Diehr, 450 U.S. 175, 191, 209
USPQ 1, 10 (1981). However, USPTO personnel
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need not give patentable weight to printed matter
absent a new and unobvious functional relationship
between the printed matter and the substrate. See In
reLowry, 32 F.3d 1579, 1583-84, 32 USPQ2d 1031,
1035 (Fed. Cir. 1994); In re Ngai, 367 F.3d 1336,
70 USPQ2d 1862 (Fed. Cir. 2004). The rationale
behind the printed matter cases, in which, for
example, written instructions are added to a known
product, has been extended to method claims in
which an instructional limitation is added to a
method known in the art. Similar to the inquiry for
productswith printed matter thereon, in such method
cases the relevant inquiry is whether a new and
unobvious functional relationship with the known
method exists. See In re Kao, 639 F.3d 1057,
1072-73, 98 USPQ2d 1799, 1811-12 (Fed. Cir.
2011); King PharmaceuticalsInc. v. Eon LabsInc.,
616 F.3d 1267, 1279, 95 USPQ2d 1833, 1842 (Fed.
Cir. 2010).

|. DETERMINING WHETHER A
FUNCTIONAL RELATIONSHIP EXISTS

A. Evidence For a Functional Relationship

To be given patentable weight, the printed matter
and associated product must be in a functional
relationship. A functional relationship can be found
where the printed matter performs some function
with respect to the product to which it is associated.
See Lowry, 32 F.3d at 1584, 32 USPQ2d at 1035
(citing Gulack, 703 F.2d at 1386, 217 USPQ at 404).
For instance, indicia on a measuring cup perform
the function of indicating volume within that
measuring cup. See In re Miller, 418 F.2d 1392,
1396, 164 USPQ 46, 49 (CCPA 1969). A functional
relationship can also be found where the product
performs some function with respect to the printed
matter to which it is associated. For instance, where
a hatband places a string of numbers in a certain
physical relationship to each other such that a
claimed algorithm is satisfied due to the physical
structure of the hatband, the hatband performs a
function with respect to the string of numbers. See
Gulack, 703 F.2d at 1386-87, 217 USPQ at 405.

B. EvidenceAgainst a Functional Relationship

However, where aproduct merely servesasasupport
for printed matter, no functional relationship exists.
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Such a situation would occur for a hatband with
images displayed on the hatband but not arranged
in any particular sequence. See Gulack, 703 F.2d
at 1386, 217 USPQ at 404. Another example in
which a product merely serves as a support would
occur for adeck of playing cards having images on
each card. See InreBryan, 2009 U.S. App. LEXIS
6667 (Fed. Cir. 2009) (unpublished). See also Ex
parte Gwinn, 112 USPQ 439, 446-47 (Bd. App.
1955), in which the invention was directed to a set
of dice by means of which a game may be played.
The claims differed from the prior art solely by the
printed matter in the dice. The claimswere properly
rejected on prior art because there was no new
feature of physical structure and no new relation of
printed matter to physical structure. These situations
may arise where the claim as a whole is directed
towards conveying amessage or meaning to ahuman
reader independent of the supporting product. For
example, aclaimed measuring tape having electrical
wiring information thereon, or agenerically claimed
substrate having a picture of a golf ball thereupon,
would lack a functiona relationship as the claims
as a whole are directed towards conveying wiring
information (unrelated to the measuring tape) or an
aesthetically pleasing image (unrelated to the
substrate) to the reader. Additionally, where the
printed matter and product do not depend upon each
other, no functional relationship exists. For example,
in akit containing a set of chemicals and a printed
set of instructions for using the chemicals, the
instructions are not related to that particular set of
chemicals. InreNgai, 367 F.3d at 1339, 70 USPQ2d
at 1864.

1. FUNCTIONAL RELATIONSHIPMUST BE
NEW AND UNOBVIOUS

Once afunctional relationship between the product
and associated printed matter is found, the
investigation shifts to the determination of whether
therelationship is new and unobvious. For example,
a claim to a color-coded indicia on a container in
which the color indicates the expiration date of the
container may giveriseto afunctiona relationship.
The claim may, however, be anticipated by prior art
that reads on the claimed invention, or by a
combination of prior art that teaches the claimed
invention.
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1. MACHINE-READABLE MEDIA

When determining the scope of a claim directed to
a computer-readable medium containing certain
programming, the examiner should first look to the
relationship between the programming and the
intended computer system. Where the programming
performs some function with respect to the computer
with which it isassociated, afunctional relationship
will be found. For instance, a clam to
computer-readable medium programmed with
attribute data objects that perform the function of
facilitating retrieval, addition, and remova of
infformation in the intended computer system,
establishes a functional relationship such that the
claimed attribute data objects are given patentable
weight. See Lowry, 32 F.3d at 1583-84, 32 USPQ2d
at 1035.

However, where the claim as a whole is directed
conveying amessage or meaning to a human reader
independent of theintended computer system, and/or
the computer-readable medium merely serves as a
support for information or data, no functional
relationship exists. For example, a clam to a
memory stick containing tables of batting averages,
or tracks of recorded music, utilizes the intended
computer system merely as a support for the
information. Such claims are directed toward
conveying meaning to the human reader rather than
towards establishing a functional relationship
between recorded data and the computer.

2112 Requirements of Rejection Based on
Inherency; Burden of Proof [R-08.2012]

[Editor Note: This MPEP section is applicable to
applications subject to the first inventor to file
(FITF) provisions of the Al A except that the rel evant
date is the "effective filing date" of the claimed
invention instead of the "time of the invention,”
which is only applicable to applications subject to
pre-AlA 35 U.S.C. 102. See 35 U.S.C. 100 (note)
and MPEP 8§ 2150 et seq.]

The express, implicit, and inherent disclosures of a
prior art reference may berelied uponintherejection
of claimsunder 35 U.S.C. 102 or 103. “ Theinherent
teaching of aprior art reference, a question of fact,
arises both in the context of anticipation and
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obviousness.” In re Napier, 55 F.3d 610, 613, 34
USPQ2d 1782, 1784 (Fed. Cir. 1995) (affirmed a
35 U.S.C. 103 rejection based in part on inherent
disclosure in one of the references). Seealso Inre
Grasselli, 713 F.2d 731, 739, 218 USPQ 769, 775
(Fed. Cir. 1983).

I. SOMETHING WHICH ISOLD DOESNOT
BECOME PATENTABLE UPON THE
DISCOVERY OF A NEW PROPERTY

“[T]he discovery of a previously unappreciated
property of aprior art composition, or of ascientific
explanation for the prior art’s functioning, does not
render the old composition patentably new to the
discoverer” Atlas Powder Co. v. Ireco Inc., 190
F.3d 1342, 1347, 51 USPQ2d 1943, 1947 (Fed. Cir.
1999). Thusthe claiming of anew use, new function
or unknown property which isinherently present in
the prior art does not necessarily make the claim
patentable. In re Best, 562 F.2d 1252, 1254, 195
USPQ 430, 433 (CCPA 1977). In Inre Crish, 393
F.3d 1253, 1258, 73 USPQ2d 1364, 1368 (Fed. Cir.
2004), the court held that the claimed promoter
sequence obtained by sequencing aprior art plasmid
that was not previously sequenced was anticipated
by the prior art plasmid which necessarily possessed
the same DNA sequence as the claimed
oligonucleotides . The court stated that “just as the
discovery of properties of a known material does
not make it novel, the identification and
characterization of aprior art material also does not
makeit novel.” 1d. Seealso MPEP § 2112.01 with
regard to inherency and product-by-process claims
and M PEP § 2141.02 with regard to inherency and
rejections under 35 U.S.C. 103.

1. INHERENT FEATURE NEED NOT BE
RECOGNIZED AT THETIME OF THE
INVENTION

There is no requirement that a person of
ordinary skill in the art would have recognized the
inherent disclosure at thetime of invention, but only
that the subject matter isin fact inherent in the prior
art reference.  Schering Corp. v. Geneva Pharm.
Inc., 339 F.3d 1373, 1377, 67 USPQ2d 1664, 1668
(Fed. Cir. 2003) (rejecting the contention that
inherent anticipation requires recognition by aperson
of ordinary skill inthe art before the critical date and
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allowing expert testimony with respect to
post-critical date clinical trials to show inherency);
see dso Toro Co. v. Deere & Co., 355 F.3d 1313,
1320, 69 USPQ2d 1584, 1590 (Fed. Cir. 2004)
(“[T]he fact that a characteristic is a necessary
feature or result of a prior-art embodiment (that is
itself sufficiently described and enabled) is enough
for inherent anticipation, even if that fact was
unknown at thetime of the prior invention.”); Abbott
Labsv. Geneva Pharms,, Inc., 182 F.3d 1315, 1319,
51 USPQ2d 1307, 1310 (Fed.Cir.1999) (“If aproduct
that is offered for sale inherently possesses each of
the limitations of the claims, then the invention is
on sale, whether or not the parties to the transaction
recognize that the product possesses the claimed
characteristics”); Atlas Powder Co. v. Ireco, Inc.,
190 F.3d 1342, 1348-49, 51 USPQ2d 1943, 1947
(Fed. Cir. 1999) (“Because ‘ sufficient aeration’ was
inherent in the prior art, it isirrelevant that the prior
art did not recognize the key aspect of [the]
invention.... An inherent structure, composition, or
function is not necessarily known.”); SmithKline
Beecham Corp. v. Apotex Corp., 403 F.3d 1331,
1343-44, 74 USPQ2d 1398, 1406-07 (Fed. Cir. 2005)
(holding that a prior art patent to an anhydrousform
of acompound “inherently” anticipated the claimed
hemihydrate form of the compound because
practicing the processin the prior art to manufacture
the anhydrous compound “inherently results in at
least trace amounts of” the claimed hemihydrate
even if the prior art did not discuss or recognize the
hemihydrate).

1. AREJECTION UNDER 35U.S.C. 102/103
CAN BE MADE WHEN THE PRIOR ART
PRODUCT SEEMSTO BE IDENTICAL
EXCEPT THAT THE PRIORART ISSILENT
ASTOAN INHERENT CHARACTERISTIC

Where applicant claims a composition in terms of a
function, property or characteristic and the
composition of the prior art is the same as that of
the claim but the function is not explicitly disclosed
by thereference, the examiner may make arejection
under both 35 U.S.C. 102 and 103, expressed as a
102/103 regjection. “ There is nothing inconsistent in
concurrent rejections for obviousness under
35 U.S.C. 103 and for anticipation under 35 U.S.C.
102" In re Best, 562 F.2d 1252, 1255 n.4, 195
USPQ 430, 433 n.4 (CCPA 1977). This same
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rationale should also apply to product, apparatus,
and process claims claimed in terms of function,
property or characteristic. Therefore, a 35 U.S.C.
102/103 rejection is appropriate for these types of
claims aswell asfor composition claims.

IV. EXAMINER MUST PROVIDE
RATIONALE OR EVIDENCE TENDING TO
SHOW INHERENCY

The fact that a certain result or characteristic may
occur or be present in the prior art is not sufficient
to establish the inherency of that result or
characteristic. In re Rijckaert, 9 F.3d 1531, 1534,
28 USPQ2d 1955, 1957 (Fed. Cir. 1993) (reversed
rejection because inherency was based on what
would result due to optimization of conditions, not
what was necessarily present in the prior art); Inre
Oelrich, 666 F.2d 578, 581-82, 212 USPQ 323, 326
(CCPA 1981). “To establish inherency, the extrinsic
evidence ‘must make clear that the missing
descriptive matter is necessarily present in the thing
described in the reference, and that it would be so
recognized by persons of ordinary skill. Inherency,
however, may not be established by probabilities or
possibilities. The mere fact that a certain thing may
result from a given set of circumstances is not
sufficient” ” In re Robertson, 169 F.3d 743, 745,
49 USPQ2d 1949, 1950-51 (Fed. Cir. 1999)
(citations omitted) (The claims were drawn to a
disposable diaper having three fastening elements.
Thereference disclosed two fastening elements that
could perform the same function as the three
fastening elementsin the claims. The court construed
the claims to require three separate elements and
held that the reference did not disclose a separate
third fastening element, either expressly or
inherently.). Also, “[a]n invitation to investigate is
not an inherent disclosure” where a prior art
reference “ discloses no more than a broad genus of
potential applications of itsdiscoveries” Metabolite
Labs., Inc. v. Lab. Corp. of Am. Holdings, 370 F.3d
1354, 1367, 71 USPQ2d 1081, 1091 (Fed. Cir. 2004)
(explaining that “[&] prior art reference that discloses
agenus still does not inherently disclose all species
within that broad category” but must be examined
to seeif adisclosure of the claimed species has been
made or whether the prior art reference merely
invites further experimentation to find the species.
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“In relying upon the theory of inherency, the
examiner must provide a basis in fact and/or
technical reasoning to reasonably support the
determination that the allegedly inherent
characteristic necessarily flows from the teachings
of the applied prior art.” Ex parte Levy, 17 USPQ2d
1461, 1464 (Bd. Pat. App. & Inter. 1990) (emphasis
in origina) (Applicant’s invention was directed to
abiaxially oriented, flexible dilation catheter balloon
(a tube which expands upon inflation) used, for
example, in clearing the blood vessels of heart
patients). The examiner applied a U.S. patent to
Schjeldahl which disclosed injection molding a
tubular preform and then injecting air into the
preform to expand it against amold (blow molding).
The reference did not directly state that the end
product balloon was biaxialy oriented. It did
disclose that the balloon was “formed from a thin
flexible inelastic, high tensile strength, biaxialy
oriented synthetic plastic material.” Id. at 1462
(emphasis in original). The examiner argued that
Schjeldahl’s balloon was inherently biaxially
oriented. The Board reversed on the basis that the
examiner did not provide objective evidence or
cogent technical reasoning to support the conclusion
of inherency.).

In Inre Schreiber, 128 F.3d 1473, 44 USPQ2d 1429
(Fed. Cir. 1997), the court affirmed afinding that a
prior patent to a conical spout used primarily to
dispense oil from an oil can inherently performed
thefunctionsrecited in applicant’s claim to a conical
container top for dispensing popped popcorn. The
examiner had asserted inherency based on the
structural similarity between the patented spout and
applicant’s disclosed top, i.e., both structures had
the same general shape. The court stated:

[N]othing in Schreiber’'s [applicant’s] claim
suggests that Schreiber’s container is of a
‘different shape’ than Harz's [patent]. In fact,
[ ] an embodiment according to Harz (Fig. 5)
and the embodiment depicted in Fig. 1 of
Schreiber’s application have the same genera
shape. For that reason, the examiner was
justified in concluding that the opening of a
conically shaped top as disclosed by Harz is
inherently of a size sufficient to ‘alow [ ]
several kernels of popped popcorn to pass
through at the sametime’ and that the taper of
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Harz's conically shaped top is inherently of
such a shape ‘asto by itself jam up the popped
popcorn before the end of the cone and permit
the dispensing of only afew kernels at a shake
of a package when the top is mounted to the
container.” The examiner therefore correctly
found that Harz established a primafacie case
of anticipation.

In re Schreiber, 128 F.3d at 1478, 44 USPQ2d at
1432.

V. ONCE A REFERENCE TEACHING
PRODUCT APPEARING TO BE
SUBSTANTIALLY IDENTICAL ISMADETHE
BASISOF A REJECTION, AND THE
EXAMINER PRESENTSEVIDENCE OR
REASONING TENDING TO SHOW
INHERENCY, THEBURDEN SHIFTSTOTHE
APPLICANT TO SHOW AN UNOBVIOUS
DIFFERENCE

“[T]he PTO can require an applicant to prove that
the prior art products do not necessarily or inherently
possess the characteristics of his [or her] claimed
product. Whether the rejection is based on
‘inherency’ under 35 U.S.C. 102, on * prima facie
obviousness' under 35 U.S.C. 103, jointly or
aternatively, the burden of proof is the
same...[footnote omitted].” The burden of proof is
similar to that required with respect to
product-by-process claims. In re Fitzgerald,
619 F.2d 67, 70, 205 USPQ 594, 596 (CCPA 1980)
(quoting InreBest, 562 F.2d 1252, 1255, 195 USPQ
430, 433-34 (CCPA 1977)).

In In re Fitzgerald, the claims were directed to a
self-locking screw-threaded fastener comprising a
metallic threaded fastener having patches of
crystallizable thermoplastic bonded thereto. The
claim further specified that the thermoplastic had a
reduced degree of crystallization shrinkage. The
specification disclosed that the locking fastener was
made by heating the metal fastener to melt a
thermoplastic blank which is pressed against the
metal. After the thermoplastic adheres to the metal
fastener, the end product is cooled by quenching in
water. The examiner made a rejection based on a
U.S. patent to Barnes. Barnes taught a self-locking
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fastener in which the patch of thermoplastic was
made by depositing thermoplastic powder on a
metallic fastener which was then heated. The end
product was cooled in ambient air, by cooling air or
by contacting the fastener with a water trough. The
court first noted that the two fastenerswere identical
or only dightly different from each other. “Both
fasteners possess the same utility, employ the same
crystalizable polymer (nylon 11), and have an
adherent plastic patch formed by melting and then
cooling the polymer.” 1d. at 596 n.1, 619 F.2d at 70
n.l. The court then noted that the Board had found
that Barnes' cooling rate could reasonably be
expected to result in a polymer possessing the
claimed crystallization shrinkage rate. Applicants
had not rebutted this finding with evidence that the
shrinkage rate was indeed different. They had only
argued that the crystalization shrinkage rate was
dependent on the cool down rate and that the cool
down rate of Barnes was much slower than theirs.
Because a differencein the cool down rate does not
necessarily result in a difference in shrinkage,
objective evidence was required to rebut the
35 U.S.C. 102/103 prima facie case.

In In re Schreiber, 128 F3d 1473, 1478,
44 USPQ2d 1429, 1432 (Fed.Cir.1997), the court
held that applicant’s declaration failed to overcome
a prima facie case of anticipation because the
declaration did not specify the dimensions of either
the dispensing top that was tested or the popcorn
that was used. Applicant's declaration merely
asserted that a.conical dispensing top built according
to afigure in the prior art patent was too small to
jam and dispense popcorn and thus could not
inherently perform the functions recited in
applicant’s claims. The court pointed out the
disclosure of the prior art patent was not limited to
use as an oil can dispenser, but rather was broader
than the precise configuration shown in the patent’s
figure. The court also noted that the Board of Patent
Appeals and Interferences found as afactual matter
that a scaled-up version of the top disclosed in the
patent would be capabl e of performing the functions
recited in applicant’s claim.
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See MPEP_§ 2113 for more information on the
analogous burden of proof applied to
product-by-process claims.

2112.01 Composition, Product, and
Apparatus Claims [R-08.2012]

I. PRODUCT AND APPARATUSCLAIMS —
WHEN THE STRUCTURE RECITED INTHE
REFERENCE IS SUBSTANTIALLY
IDENTICAL TO THAT OF THE CLAIMS,
CLAIMED PROPERTIES OR FUNCTIONS
ARE PRESUMED TO BE INHERENT

Where the claimed and prior art products are
identical or substantially identical in structure or
composition, or are produced by identical or
substantially identical processes, a prima facie case
of either anticipation or obviousness has been
established. In re Best, 562 F.2d 1252, 1255, 195
USPQ 430, 433 (CCPA 1977). “When the PTO
shows a sound basis for believing that the products
of the applicant and the prior art are the same, the
applicant has the burden of showing that they are
not.” Inre Spada, 911 F.2d 705, 709, 15 USPQ2d
1655, 1658 (Fed. Cir. 1990). Therefore, the prima
facie case can be rebutted by evidence showing that
the prior art products do not necessarily possessthe
characteristics of the claimed product. In re Best,
562 F.2d at 1255, 195 USPQ at 433. See aso
Titanium Metals Corp. v. Banner, 778 F.2d 775,
227 USPQ 773 (Fed. Cir. 1985) (Claims were
directed to atitanium alloy containing 0.2-0.4% Mo
and 0.6-0.9% Ni having corrosion resistance. A
Russian article disclosed atitanium alloy containing
0.25% Mo and 0.75% Ni but was slent as to
corrosion resistance. The Federal Circuit held that
the claim was anticipated because the percentages
of Mo and Ni were sguarely within the claimed
ranges. The court went on to say that it was
immaterial what properties the alloys had or who
discovered the properties because the composition
is the same and thus must necessarily exhibit the
properties.).

Seealso InreLudtke, 441 F.2d 660, 169 USPQ 563
(CCPA 1971) (Claim 1 was directed to a parachute
canopy having concentric circumferentia panels
radially separated from each other by radially
extending tielines. The panel swere separated “ such
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that the critical velocity of each successively larger
panel will be less than the critical velocity of the
previous panel, whereby said parachute will
sequentially open and thus gradually decelerate”
The court found that the claim was anticipated by
Menget. Menget taught a parachute having three
circumferential panels separated by tie lines. The
court upheld the rejection finding that applicant had
failed to show that Menget did not possess the
functional characteristics of the claims.); Northam
Warren Corp. v. D. F. Newfield Co., 7 F. Supp . 773,
22 USPQ 313 (E.D.N.Y. 1934) (A patent to a pencil
for cleaning fingernails was held invalid because a
pencil of the same structure for writing was found
in the prior art.).

[I. COMPOSITION CLAIMS—IFTHE
COMPOSITIONISPHYSICALLY THE SAME,
IT MUST HAVE THE SAME PROPERTIES

“Products of identical chemical composition can not
have mutually exclusive properties” A chemica
composition and its properties are inseparable.
Therefore, if the prior art teaches the identical
chemical structure, the properties applicant discloses
and/or claims are necessarily present. Inre Spada,
911 F2d 705, 709, 15 USPQ2d 1655, 1658 (Fed.
Cir. 1990) (Applicant argued that the claimed
composition was a pressure sensitive adhesive
containing atacky polymer while the product of the
reference was hard and abrasion resistant. “The
Board correctly found that the virtual identity of
monomers and procedures sufficed to support a

prima facie case of unpatentability of Spada’'s
polymer latexes for lack of novelty.”).

1. PRODUCT CLAIMS—NONFUNCTIONAL
PRINTED MATTER DOESNOT DISTINGUISH
CLAIMED PRODUCT FROM OTHERWISE
IDENTICAL PRIOR ART PRODUCT

Where the only difference between a prior art
product and a claimed product is printed matter that
isnot functionally related to the product, the content
of the printed matter will not distinguish the claimed
product from the prior art. In re Ngai, 367 F.3d
1336, 1339, 70 USPQ2d 1862, 1864 (Fed. Cir. 2004)
(Claim at issue was a kit requiring instructions and
a buffer agent. The Federal Circuit held that the
claim was anticipated by a prior art reference that
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taught a kit that included instructions and a buffer
agent, even though the content of the instructions
differed.). See aso In re Gulack, 703 F.2d 1381,
1385-86, 217 USPQ 401, 404 (Fed. Cir. 1983)
(“Wherethe printed matter isnot functionally related
to the substrate, the printed matter will not
distinguish the invention from the prior art in terms
of patentability....[T]he critical question iswhether
there exists any new and unobvious functional
relationship between the printed matter and the
substrate.”).

2112.02 Process Claims[R-08.2012]

PROCESS CLAIMS— PRIOR ART DEVICE
ANTICIPATESA CLAIMED PROCESSIFTHE
DEVICE CARRIESOUT THE PROCESS
DURING NORMAL OPERATION

Under the principles of inherency, if a prior art
device, in its normal and usual operation, would
necessarily perform the method claimed, then the
method claimed will be considered to be anticipated
by the prior art device. When the prior art device is
the same as a device described in the specification
for carrying out the claimed method, it can be
assumed the device will inherently perform the
claimed process. In re King, 801 F.2d 1324, 231
USPQ 136 (Fed. Cir. 1986) (The claims were
directed to a method of enhancing color effects
produced by ambient light through a process of
absorption and reflection of the light off a coated
substrate. A prior art referenceto Donley disclosed
aglass substrate coated with silver and metal oxide
200-800 angstroms thick. While Donley disclosed
using the coated substrate to produce architectural
colors, the absorption and refl ection mechanisms of
the claimed process were not disclosed. However,
King's specification disclosed using a coated
substrate of Donley’s structurefor usein his process.
The Federal Circuit upheld the Board's finding that
“Donley inherently performs the function disclosed
in the method claims on appeal when that device is
used in ‘normal and usual operation’ " and found
that a prima facie case of anticipation was made
out. Id. at 138, 801 F.2d at 1326. It was up to
applicant to prove that Donley's structure would not
perform the claimed method when placed in ambient
light.). See also In re Best, 562 F.2d 1252, 1255,
195 USPQ 430, 433 (CCPA 1977) (Applicant
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claimed a process for preparing a
hydrolytically-stable zeolitic aluminosilicate which
included a step of “cooling the steam zeolite ... at a
rate sufficiently rapid that the cooled zeolite exhibits
a X-ray diffraction pattern ...” All the process
limitationswere expressly disclosed by aU.S. patent
to Hansford except the cooling step. The court stated
that any sample of Hansford's zeolite would
necessarily be cooled to facilitate subsequent
handling. Therefore, a prima facie case under 35
U.S.C. 102/103 was made. Applicant had failed to
introduce any evidence comparing X-ray diffraction
patterns showing adifferencein cooling rate between
the claimed process and that of Hansford or any data
showing that the process of Hansford would result
inaproduct with adifferent X-ray diffraction. Either
type of evidence would have rebutted the prima
facie case under 35 U.S.C. 102. A further analysis
would be necessary to determine if the process was
unobviousunder 35 U.S.C. 103.); Ex parte Novitski,
26 USPQ2d 1389 (Bd. Pat. App. & Inter. 1993) (The
Board rejected a claim directed to a method for
protecting a plant from plant pathogenic nematodes
by inoculating the plant with a nematode inhibiting
strain of P.cepacia. A U.S. patent to Dart disclosed
inoculation using P. cepacia type Wisconsin 526
bacteriafor protecting the plant from fungal disease.
Dart was silent as to nematode inhibition but the
Board concluded that nematode inhibition was an
inherent property of the bacteria. The Board noted
that applicant had stated in the specification that
Wisconsin 526 possesses an 18% nematode
inhibition rating.).

PROCESS OF USE CLAIMS— NEW AND
UNOBVIOUSUSES OF OLD STRUCTURES
AND COMPOSITIONSMAY BE
PATENTABLE

Thediscovery of anew usefor an old structure based
on unknown properties of the structure might be
patentable to the discoverer as a process of using.

In re Hack, 245 F.2d 246, 248, 114 USPQ 161,
163 (CCPA 1957). However, when the claim recites
using an old composition or structure and the “ use”
isdirected to aresult or property of that composition
or structure, then the claimisanticipated. 1nre May,
574 F.2d 1082, 1090, 197 USPQ 601, 607 (CCPA
1978) (Claims 1 and 6, directed to a method of
effecting nonaddictive analgesia (pain reduction) in
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animals, were found to be anticipated by the applied
prior art which disclosed the same compounds for
effecting analgesia but which was silent as to
addiction. The court upheld the rejection and stated
that the applicants had merely found anew property
of the compound and such a discovery did not
constitute a new use. The court went on to reverse
theregjection of claims 2-5 and 7-10 which recited a
process of using a new compound. The court relied
on evidence showing that the nonaddictive property
of the new compound was unexpected.). See also
In re Tomlinson, 363 F.2d 928, 150 USPQ 623
(CCPA 1966) (The claim was directed to a process
of inhibiting light degradation of polypropylene by
mixing it with one of a genus of compounds,
including nickel dithiocarbamate. A reference taught
mixing polypropylene with nickel dithiocarbamate
to lower heat degradation. The court held that the
claims read on the obvious process of mixing
polypropylene with the nickel dithiocarbamate and
that the preamble of the claim was merely directed
to theresult of mixing the two materials. “Whilethe
references do not show a specific recognition of that
result, its discovery by appellantsistantamount only
to finding a property in the oldcomposition.” 363
F2d at 934, 150 USPQ at 628 (emphasis in
origina).).

2113 Product-by-Process Claims[R-08.2012]

PRODUCT-BY-PROCESS CLAIMSARE NOT
LIMITEDTOTHE MANIPULATIONSOFTHE
RECITED STEPS, ONLY THE STRUCTURE
IMPLIED BY THE STEPS

“[E]ven though product-by-process claims are
limited by and defined by the process, determination
of patentability is based on the product itself. The
patentability of a product does not depend on its
method of production. If the product in the
product-by-process claim is the same as or obvious
from a product of the prior art, the clam is
unpatentable even though the prior product was made
by adifferent process.” InreThorpe, 777 F.2d 695,
698, 227 USPQ 964, 966 (Fed. Cir. 1985) (citations
omitted) (Claim was directed to a novolac color
devel oper. The process of making the devel oper was
allowed. The difference between the inventive
process and the prior art was the addition of metal
oxide and carboxylic acid as separate ingredients
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instead of adding the more expensive pre-reacted
metal carboxylate. The product-by-process claim
was rejected because the end product, in both the
prior art and the allowed process, ends up containing
metal carboxylate. The fact that the metal
carboxylate is not directly added, but is instead
produced in-situ does not change the end product.).
Furthermore, “[b]ecause validity isdetermined based
on the requirements of patentability, a patent is
invalid if a product made by the process recited in
a product-by-process claim is anticipated by or
obvious from prior art products, even if those prior
art products are made by different processes” Amgen
Inc. v. F. Hoffman-La Roche Ltd., 580 F.3d 1340,
1370 n 14, 92 USPQ2d 1289, 1312, n 14 (Fed. Cir.
2009). However, in the context of an infringement
analysis, aproduct-by-processclaimisonly infringed
by a product made by the process recited in the
claim. Id. at 1370 (“aproduct in the prior art made
by a different process can anticipate a
product-by-process claim, but an accused product
made by a different process cannot infringe a
product-by-process claim.”).

The structure implied by the process steps should
be considered when assessing the patentability of
product-by-process claims over the prior art,
especially where the product can only be defined by
the process steps by which the product is made, or
where the manufacturing process steps would be
expected to impart distinctive  structural
characteristics to the final product. See, eg., Inre
Garnero, 412 F.2d 276, 279, 162 USPQ 221, 223
(CCPA 1979) (holding “interbonded by interfusion”
to limit structure of the claimed composite and
noting that terms such as “welded,” “intermixed,”
“ground in place,” “press fitted,” and “etched” are
capable of construction as structural limitations.)

ONCE A PRODUCT APPEARING TO BE
SUBSTANTIALLY IDENTICAL ISFOUND
AND A 35U.S.C. 102/103 REJECTION MADE,
THE BURDEN SHIFTSTO THE APPLICANT
TO SHOW AN UNOBVIOUS DIFFERENCE

“The Patent Office bears alesser burden of proof in
making out a case of prima facie obviousness for
product-by-process claims because of their peculiar
nature” than when a product is claimed in the
conventional fashion. In re Fessmann, 489 F.2d
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742, 744, 180 USPQ 324, 326 (CCPA 1974). Once
the examiner provides a rationale tending to show
that the claimed product appears to be the same or
similar to that of the prior art, although produced by
adifferent process, the burden shifts to applicant to
come forward with evidence establishing an
unobvious difference between the claimed product
and the prior art product. In re Marosi, 710 F.2d
798, 802, 218 USPQ 289, 292 (Fed. Cir. 1983) (The
claims were directed to a zeolite manufactured by
mixing together various inorganic materials in
solution and hesating the resultant gel to form a
crystalline metal silicate essentially free of akali
metal. The prior art described a process of making
azeolite which, after ion exchange to remove akali
metal, appeared to be “essentially free of akali
metal.” The court upheld the rejection because the
applicant had not come forward with any evidence
that the prior art was not “essentially free of alkali
metal” and therefore a different and unobvious
product.).

Ex parte Gray, 10 USPQ2d 1922 (Bd. Pat. App. &
Inter. 1989) (The prior art disclosed human nerve
growth factor (b-NGF) isolated from human
placental tissue. The claim was directed to b-NGF
produced through genetic engineering techniques.
The factor produced seemed to be substantialy the
same whether isolated from tissue or produced
through genetic engineering. While the applicant
guestioned the purity of the prior art factor, no
concrete evidence of an unobvious difference was
presented. The Board stated that the dispositive issue
is whether the claimed factor exhibits any
unexpected properties compared with the factor
disclosed by the prior art. The Board further stated
that the applicant should have made some
comparison between the two factors to establish
unexpected properties since the materials appeared
to beidentical or only sightly different.).

THE USE OF 35 U.S.C. 102/103 REJECTIONS
FOR PRODUCT-BY-PROCESS CLAIMSHAS
BEEN APPROVED BY THE COURTS

“[Tlhe lack of physical description in a
product-by-process claim makes determination of
the patentability of the claim more difficult, since
in spite of the fact that the claim may recite only
process limitations, it is the patentability of the
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product claimed and not of the recited process steps
which must be established. We are therefore of the
opinion that when the prior art discloses a product
which reasonably appearsto be either identical with
or only dlightly different than a product claimed in
a product-by-process claim, a rejection based
aternatively on either section 102 or section 103 of
the statute is eminently fair and acceptable. As a
practical matter, the Patent Office is not equipped
to manufacture products by the myriad of processes
put before it and then obtain prior art products and
make physical comparisonstherewith.” InreBrown,
459 F.2d 531, 535, 173 USPQ 685, 688 (CCPA
1972). Office personnel should notethat reliance on
the alternative grounds of 35 U.S.C. 102 or 35
U.S.C. 103 does not eliminate the need to explain
both the anticipation and obviousness aspects of the
rejections.

2114 Apparatusand Article Claims—
Functional Language [R-08.2012]

For a discussion of case law which provides
guidance in interpreting the functiona portion of
means-plus-function limitations see MPEP § 2181
- §2186.

. APPARATUS CLAIMSMUST BE
STRUCTURALLY DISTINGUISHABLE FROM
THE PRIOR ART

Whilefeatures of an apparatus may berecited either
structurally or functionally, claims directed to an
apparatus must be distinguished from the prior art
in terms of structure rather than function. In re
Schreiber, 128 F.3d 1473, 1477-78, 44 USPQ2d
1429, 1431-32 (Fed. Cir. 1997) (The absence of a
disclosurein aprior art referencerelating to function
did not defeat the Board's finding of anticipation of
claimed apparatus because the limitations at issue
werefound to beinherent inthe prior art reference);
seeaso Inre Swinehart, 439 F.2d 210, 212-13, 169
USPQ 226, 228-29 (CCPA 1971); In re Danly, 263
F.2d 844, 847, 120 USPQ 528, 531 (CCPA 1959).
“[Alpparatus claims cover what a device is, not
what a device does” Hewlett-Packard Co.
v. Bausch & Lomb Inc., 909 F.2d 1464, 1469, 15
USPQ2d 1525, 1528 (Fed. Cir. 1990) (emphasisin
original).
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II. MANNER OF OPERATING THE DEVICE
DOESNOT DIFFERENTIATE APPARATUS
CLAIM FROM THE PRIOR ART

A claim containing a “ recitation with respect to the
manner in which a claimed apparatusisintended to
be employed does not differentiate the claimed
apparatus from aprior art apparatus’ if the prior art
apparatusteachesall the structural limitations of the
claim. Ex parte Masham, 2 USPQ2d 1647 (Bd. Pat.
App. & Inter. 1987) (The preamble of claim 1 recited
that the apparatuswas“ for mixing flowing devel oper
material” and the body of the claim recited “means
for mixing ..., said mixing means being stationary
and completely submerged in the developer
material”. The claim was rejected over a reference
which taught all the structura limitations of the
clam for the intended use of mixing flowing
developer. However, the mixer was only partially
submerged in the developer material. The Board
held that the amount of submersion isimmaterial to
the structure of the mixer and thus the claim was
properly rejected.).

I11. APRIORART DEVICE CAN PERFORM
ALL THE FUNCTIONSOF THE APPARATUS
CLAIM AND STILL NOT ANTICIPATE THE
CLAIM

Evenif theprior art device performsall thefunctions
recited in the claim, the prior art cannot anticipate
the claim if there is any structural difference. It
should be noted, however, that means-plus-function
limitations are met by structureswhich are equivalent
to the corresponding structures recited in the
specification. InreRuskin, 347 F.2d 843, 146 USPQ
211 (CCPA 1965) as implicitly modified by Inre
Donaldson, 16 F.3d 1189, 29 USPQ2d 1845 (Fed.
Cir. 1994). See dso Inre Robertson, 169 F.3d 743,
745, 49 USPQ2d 1949, 1951 (Fed. Cir. 1999) (The
claims were drawn to a disposable diaper having
three fastening elements. The reference disclosed
two fastening elements that could perform the same
function asthethreefastening elementsin the claims.
The court construed the claims to require three
separate elements and held that the reference did not
disclose a separate third fastening element, either
expressly or inherently.).
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IV. DETERMINING WHETHER A
COMPUTER-IMPLEMENTED FUNCTIONAL
CLAIMLIMITATIONISPATENTABLE OVER
THE PRIOR ART UNDER 35 U.S.C. 102 AND
103

Functional claim language that is not limited to a
specific structure covers all devicesthat are capable
of performing the recited function. Therefore, if the
prior art discloses a device that can inherently
perform the claimed function, a rejection under 35
U.S.C. 102 or 35 U.S.C. 103 may be appropriate.
In re Schreiber, 128 F.3d 1473, 1478, 44 USPQ2d
1429, 1432 (Fed. Cir. 1997); In re Best, 562 F.2d
1252, 1254, 195 USPQ 430, 433 (CCPA 1977); In
re Ludtke, 441 F.2d 660, 663-64, 169 USPQ 563,
566-67 (CCPA 1971); In re Swinehart, 439 F.2d
210, 212-13, 169 USPQ 226, 228-29 (CCPA 1971)
(“[17t is elementary that the mere recitation of a
newly discovered function or property, inherently
possessed by thingsin the prior art, does not cause
aclaim drawn to those thingsto distinguish over the
prior art”). See M PEP § 2112 for moreinformation.

Computer-implemented functional claim limitations
may also be broad because the term “computer” is
commonly understood by one of ordinary skill in
the art to describe a variety of devices with varying
degrees of complexity and capabilities. In re
Paulsen, 30 F.3d 1475, 1479-80, 31 USPQ2d 1671,
1674 (Fed. Cir. 1994). Therefore, aclaim containing
the term “computer” should not be construed as
limited to a computer having a specific set of
characteristics and capabilities, unless the term is
modified by other claim terms or clearly defined in
the specification to be different from its common
meaning. Id. In Inre Paulsen, the claims, directed
to a portable computer, were rejected as anticipated
under 35 U.S.C. 102 by areference that disclosed a
calculator, because the term “computer” was given
the broadest reasonabl e interpretation consistent with
the specification to include a calculator, and a
calculator was considered to be a particular type of
computer by those of ordinary skill inthe art. 1d.

When determining whether acomputer-implemented
functional claim would have been obvious,
examiners should note that broadly claiming an
automated means to replace a manual function to
accomplish the same result does not distinguish over
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the prior at. See Leapfrog Enters., Inc. wv.
Fisher-Price, Inc., 485 F.3d 1157, 1161, 82 USPQ2d
1687, 1691 (Fed. Cir. 2007) (“Accommodating a
prior art mechanical device that accomplishes [a
desired] goal to modern el ectronics would have been
reasonably obvious to one of ordinary skill in
designing children’s learning devices. Applying
modern electronicsto older mechanical devices has
been commonplace in recent years.”); InreVenner,
262 F.2d 91, 95, 120 USPQ 193, 194 (CCPA 1958);
see adso MPEP § 2144.04. Furthermore,
implementing a known function on a computer has
been deemed obvious to one of ordinary skill in the
art if the automation of the known function on a
general purpose computer is nothing more than the
predictable use of prior art elements according to
their established functions. KSR Int'| Co. v. Teleflex
Inc., 550 U.S. 398, 417, 82 USPQ2d 1385, 1396
(2007); see aso MPEP_§ 2143, Exemplary
Rationales D and F. Likewisg, it has been found to
be obvious to adapt an existing process to
incorporate Internet and Web browser technologies
for communicating and displaying information
because these technologies had become
commonplace for those functions. Muniauction,
Inc. v. Thomson Corp., 532 F.3d 1318, 1326-27, 87
USPQ2d 1350, 1357 (Fed. Cir. 2008).

For more information on the obviousness
determination, see M PEP § 2141.

2115 Material or Article Worked Upon by
Apparatus [R-08.2012]

MATERIAL ORARTICLE WORKED UPON
DOESNOT LIMIT APPARATUSCLAIMS

“Expressions relating the apparatus to contents
thereof during an intended operation are of no
significance in determining patentability of the
apparatus clam.” Ex parte Thibault, 164 USPQ
666, 667 (Bd. App. 1969). Furthermore, “[i]nclusion
of materia or article worked upon by a structure
being claimed does not impart patentability to the
clams” In re Young, 75 F.2d 996, 25 USPQ 69
(CCPA 1935) (as restated in In re Otto, 312 F.2d
937, 136 USPQ 458, 459 (CCPA 1963)).

In In reYoung, a claim to a machine for making
concrete beamsincluded alimitation to the concrete
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reinforced members made by the machine as well
asthe structural elements of the machineitself. The
court held that the inclusion of the article formed
within the body of the claim did not, without more,
make the claim patentable.

In In re Casey, 370 F.2d 576, 152 USPQ 235
(CCPA 1967), an apparatus claim recited “[g] taping
machine comprising a supporting structure, a brush
attached to said supporting structure, said brush
being formed with projecting bristles which
terminatein free endsto collectively define asurface
to which adhesive tape will detachably adhere, and
means for providing relative motion between said
brush and said supporting structure while said
adhesive tape is adhered to said surface” An
obviousness rejection was made over areference to
Kienzle which taught a machine for perforating
sheets. The court upheld the rejection stating that
“the referencesin claim 1 to adhesive tape handling
do not expressly or impliedly require any particular
structure in addition to that of Kienzle” The
perforating device had the structure of the taping
device as claimed, the difference was in the use of
the device, and “the manner or method in which such
machineisto be utilized is not germane to the issue
of patentability of the machineitself.”

Note that this line of cases is limited to claims
directed to machinery which works upon an article
or materia in itsintended use. It does not apply to
product claims or kit claims (i.e., claims directed to
aplurality of articles grouped together as akit).

2116 Material Manipulated in Process
[R-08.2012]

The materialsonwhich aprocessis carried out must
be accorded weight in determining the patentability
of aprocess. Ex parteLeonard, 187 USPQ 122 (Bd.
App. 1974).

2116.01 Novel, Unobvious Starting M aterial
or End Product [R-08.2012]

All the limitations of a claim must be considered
when weighing the differences between the claimed
invention and the prior art in determining the
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obviousness of a process or method claim. See
MPEP § 2143.03.

InreOchiai, 71 F.3d 1565, 37 USPQ2d 1127 (Fed.

Cir. 1995) and In re Brouwer, 77 F.3d 422,
37 USPQ2d 1663 (Fed. Cir. 1996) addressed the
issue of whether an otherwise conventional process
could be patented if it were limited to making or
using a nonobvious product. In both cases, the
Federal Circuit held that the use of per serulesis
improper in applying the test for obviousness under
35 U.S.C. 103. Rather, 35 U.S.C. 103 requires a
highly fact-dependent analysisinvolving taking the
claimed subject matter as awhole and comparing it
to the prior art. “A process yielding a novel and
nonobvious product may nonetheless be obvious;
conversely, aprocessyielding awell-known product
may yet be nonobvious” TorPharm, Inc. v. Ranbaxy
Pharmaceuticals, Inc., 336 F.3d 1322, 1327, 67
USPQ2d 1511, 1514 (Fed. Cir. 2003).

Interpreting the claimed invention as a whole
requires consideration of all claim limitations. Thus,
proper claim construction requirestreating language
in aprocess claim which recitesthe making or using
of a nonobvious product as a material limitation.
The decision in Ochiai specifically dispelled any
distinction between processes of making a product
and methods of using a product with regard to the
effect of any product limitations in either type of
claim.

As noted in Brouwer, 77 F.3d at 425, 37 USPQ2d
a 1666, the inquiry as to whether a claimed
invention would have been obvious is “highly
fact-specific by design”. Accordingly, obviousness
must be assessed on a case-by-case basis. The
following decisions are illustrative of the lack of
per se rules in applying the test for obviousness
under 35 U.S.C. 103 and of the fact-intensive
comparison of claimed processes with the prior art:
In re Durden, 763 F.2d 1406, 226 USPQ 359 (Fed.
Cir. 1985) (The examiner rejected a claim directed
to a process in which patentable starting materials
were reacted to form patentable end products. The
prior art showed the same chemica reaction
mechanism applied to other chemicals. The court
held that the process claim was obvious over the
prior art.); InreAlbertson, 332 F.2d 379, 141 USPQ
730 (CCPA 1964) (Process of chemically reducing
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one novel, nonobvious material to obtain another
novel, nonobvious material was claimed. The process
was held obvious because the reduction reaction was
old.); Inre Kanter, 399 F.2d 249, 158 USPQ 331
(CCPA 1968) (Process of siliconizing a patentable
base material to obtain a patentable product was
claimed. Rejection based on prior art teaching the
siliconizing process as applied to a different base
material was upheld.); Cf. Inre Pleuddemann, 910
F.2d 823, 15 USPQ2d 1738 (Fed. Cir. 1990)
(Methods of bonding polymer and filler using a
novel silane coupling agent held patentable even
though methods of bonding using other silane
coupling agents were well known because the
process could not be conducted without the new
agent); Inre Kuehl, 475 F.2d 658, 177 USPQ 250
(CCPA 1973) (Process of cracking hydrocarbons
using novel zeolite catalyst found to be patentable
even though catalytic cracking processwasold. “The
test under 103 iswhether in view of the prior art the
invention as a whole would have been obvious at
the time it was made, and the prior art here does not
include the zeolite, ZK-22. The obviousness of the
process of cracking hydrocarbons with ZK-22 as a
catalyst must be determined without reference to
knowledge of ZK-22 and its properties.” 475 F.2d
at 664-665, 177 USPQ at 255.); and In re Mancy,
499 F.2d 1289, 182 USPQ 303 (CCPA 1974) (Claim
toaprocessfor the production of aknown antibiotic
by cultivating a novel, unobvious microorganism
was found to be patentable.).

2117-2120 [Reserved]

2121 Prior Art; General L evel of Operability
Required to Makea Prima Facie Case
[R-08.2012]

I. PRIORART ISPRESUMED TO BE
OPERABLE/ENABLING

When the reference relied on expressly anticipates
or makes obvious all of the elements of the claimed
invention, the reference is presumed to be operable.
Once such a reference is found, the burden is on
applicant to provide facts rebutting the presumption
of operability. InreSasse, 629 F.2d 675, 207 USPQ
107 (CCPA 1980). See also MPEP § 716.07.
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1. WHAT CONSTITUTESAN “ENABLING
DISCLOSURE” DOESNOT DEPEND ONTHE
TYPE OF PRIOR ART THE DISCLOSURE IS
CONTAINED IN

The level of disclosure required within a reference
to make it an “enabling disclosure” is the same no
matter what type of prior art is at issue. It does not
matter whether the prior art reference is a U.S.
patent, foreign patent, a printed publication or other.
There is no basis in the statute (35 U.S.C. 102 or
103) for discriminating either in favor of or against
prior art references on the basis of nationality. Inre
Moreton, 288 F.2d 708, 129 USPQ 227 (CCPA
1961).

I11. EFFICACY ISNOT A REQUIREMENT
FOR PRIOR ART ENABLEMENT

A prior art reference provides an enabling disclosure
and thus anticipates a claimed invention if the
reference describes the claimed invention in
sufficient detail to enable a person of ordinary skill
in the art to carry out the claimed invention; “proof
of efficacy is not required for a prior art reference
to be enabling for purposes of anticipation.” Impax
Labs. Inc. v. Aventis Pharm . Inc., 468 F.3d 1366,
1383, 81 USPQ2d 1001, 1013 (Fed. Cir. 2006). See
aso MPEP § 2122.

2121.01 Useof Prior Artin RgectionsWhere
Operability isin Question [R-08.2012]

“In determining that quantum of prior art disclosure
which is necessary to declare an applicant’s
invention ‘not novel’ or ‘anticipated’ within section
102, the stated test is whether a reference contains
an ‘enabling disclosure'... ” In re Hoeksema, 399
F.2d 269, 158 USPQ 596 (CCPA 1968). The
disclosure in an assertedly anticipating reference
must provide an enabling disclosure of the desired
subject matter; mere naming or description of the
subject matter isinsufficient, if it cannot be produced
without undue experimentation. Elan Pharm., Inc.
v. Mayo Found. For Med. Educ. & Research, 346
F.3d 1051, 1054, 68 USPQ2d 1373, 1376 (Fed. Cir.
2003) (At issue was whether a prior art reference
enabled one of ordinary skill in the art to produce
Elan’s claimed transgenic mouse without undue
experimentation. Without a disclosure enabling one
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skilled in the art to produce a transgenic mouse
without undue experimentation, the reference would
not be applicable asprior art.). A reference contains
an “enabling disclosure” if the public was in
possession of the claimed invention before the date
of invention. “ Such possession is effected if one of
ordinary skill in the art could have combined the
publication’s description of the invention with his
[or her] own knowledge to make the claimed
invention.” InreDonohue, 766 F.2d 531, 226 USPQ
619 (Fed. Cir. 1985).

. 35U.S.C.102REJECTIONSANDADDITION
OF EVIDENCE SHOWING REFERENCE IS
OPERABLE

Itispossibleto makea35U.S.C. 102 rejection even
if the reference does not itself teach one of ordinary
skill how to practicetheinvention, i.e., how to make
or use the article disclosed. If the reference teaches
every claimed element of the article, secondary
evidence, such as other patents or publications, can
be cited to show public possession of the method of
making and/or using. In re Donohue, 766 F.2d at
533, 226 USPQ at 621. See MPEP § 2131.01 for
moreinformation on 35 U.S.C. 102 rejectionsusing
secondary references to show that the primary
reference contains an “enabling disclosure.”

1. 35U.S.C. 103 REJECTIONSAND USE OF
INOPERATIVE PRIOR ART

“Evenif areference discloses an inoperative device,
it is prior art for all that it teaches” Beckman
Instruments v. LKB Produkter AB, 892 F.2d 1547,
1551, 13 USPQ2d 1301, 1304 (Fed. Cir. 1989).
Therefore, “a non-enabling reference may qualify
as prior art for the purpose of determining
obviousness under 35 U.S.C. 103 Symbol Techs.
Inc. v. Opticon Inc., 935 F2d 1569, 1578, 19
USPQ2d 1241, 1247 (Fed. Cir. 1991).

2121.02 Compoundsand Compositions —
What Constitutes Enabling Prior Art
[R-08.2012]

[Editor Note: This MPEP section is applicable to
applications subject to the first inventor to file
(FITF) provisions of the Al A except that the rel evant
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date is the "effective filing date" of the claimed
invention instead of the "time of the invention" or
"date of invention,” which are only applicable to
applications subject to pre-AlA 35 U.S.C. 102. See
35 U.S.C. 100 (note) and MPEP § 2150 et seq.]

I. ONE OF ORDINARY SKILL INTHEART
MUST BEABLETOMAKE OR SYNTHESIZE

Where a process for making the compound is not
developed until after the date of invention, the mere
naming of acompound in areference, without more,
cannot constitute a description of the compound. In
re Hoeksema, 399 F.2d 269, 158 USPQ 596 (CCPA
1968). Note, however, that areference is presumed
operable until applicant provides facts rebutting the
presumption of operability. In re Sasse, 629 F.2d
675, 207 USPQ 107 (CCPA 1980). Therefore,
applicant must provide evidence showing that a
process for making was not known at thetime of the
invention. See the following subsection for the
evidentiary standard to be applied.

Il. AREFERENCE DOESNOT CONTAIN AN
“ENABLING DISCLOSURE” IFATTEMPTS
AT MAKING THE COMPOUND OR
COMPOSITION WERE UNSUCCESSFUL
BEFORE THE DATE OF INVENTION

When a prior art reference merely discloses the
structure of the claimed compound, evidence
showing that attempts to prepare that compound
were unsuccessful before the date of invention will
be adequate to show inoperability. In re Wiggins,
488 F.2d 538, 179 USPQ 421 (CCPA 1971).
However, the fact that an author of apublication did
not attempt to make the compound disclosed, without
more, will not overcome a rejection based on that
publication. In re Donohue, 766 F.2d 531, 226
USPQ 619 (Fed. Cir. 1985) (In this case, the
examinek had made a regection under
pre-AlA 35U.S.C. 102(b) over apublication, which
disclosed the claimed compound, in combination
with two patents teaching a genera process of
making the particular class of compounds. The
applicant submitted an affidavit stating that the
authors of the publication had not actualy
synthesized the compound. The court held that the
fact that the publication’s author did not synthesize
the disclosed compound was immaterial to the
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question of reference operability. The patents were
evidence that synthesis methods were well known.
The court distinguished Wiggins, in which a very
similar rejection wasreversed. In Wiggins, attempts
to make the compounds using the prior art methods
were al unsuccessful.). Compare In re Hoeksema,
399 F.2d 269, 158 USPQ 596 (CCPA 1968) (A claim
to a compound was rejected over a patent to De
Boer which disclosed compounds similar in structure
to those claimed (obvious homologs) and a process
of making these compounds. Applicant responded
with an affidavit by an expert named Wiley which
stated that there was no indication in the De Boer
patent that the process disclosed in De Boer could
be used to produce the claimed compound and that
he did not believe that the process disclosed in De
Boer could be adapted to the production of the
claimed compound. The court held that the facts
stated in this affidavit were legally sufficient to
overcome the rejection and that applicant need not
show that all known processes are incapable of
producing the claimed compound for this showing
would be practically impossible.).

2121.03 Plant Genetics— What Constitutes
Enabling Prior Art [R-08.2012]

THOSE OF ORDINARY SKILL MUST BE
ABLE TO GROW AND CULTIVATE THE
PLANT

When the claims are drawn to plants, the reference,
combined with knowledge in the prior art, must
enable one of ordinary skill in the art to reproduce
the plant. InreLeGrice, 301 F.2d 929, 133 USPQ
365 (CCPA 1962) (Nationa Rose Society Annual
of England and various other catalogues showed
color pictures of the claimed roses and disclosed that
applicant had raised theroses. The publicationswere
published more than 1 year before applicant'sfiling
date. The court held that the publications did not
place the rose in the public domain. Information on
the grafting process required to reproduce the rose
was not included in the publications and such
information was necessary for those of ordinary skill
in the art (plant breeders) to reproduce the rose.).
Compare Ex parte Thomson, 24 USPQ2d 1618 (Bd.
Pat. App. & Inter. 1992) (Seeds were commercially
available more than 1 year prior to applicant’sfiling
date. One of ordinary skill inthe art could grow the
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claimed cotton cultivar from the commercially
available seeds. Thus, the publications describing
the cotton cultivar had “enabled disclosures” The
Board distinguished In re LeGrice by finding that
the catalogue picture of the rose of In re LeGrice
was the only evidence in that case. There was no
evidence of commercia availability in enabling form
since the asexually reproduced rose could not be
reproduced from seed. Therefore, the public would
not have possession of the rose by its picture alone,
but the public would have possession of the cotton
cultivar based on the publications and the avail ahility
of the seeds.). In Inre Elsner, 381 F.3d 1125, 1126,
72 USPQ2d 1038, 1040 (Fed. Cir. 2004), prior to
the critical date of a plant patent application, the
plant had been sold in Germany and aforeign Plant
Breeder's Rights (PBR) application for the same
plant had been published in the Community Plant
Variety Office Official Gazette. The court held that
when (i) a publication identifies claimed the plant,
(ii) aforeign sale occurs that puts one of ordinary
skill in the art in possession of the plant itself, and
(iii) such possession permits asexua reproduction
of the plant without undue experimentation to one
of ordinary skill in the art, then that combination of
facts and events directly conveys the essential
knowledge of the invention and constitutes a
pre-AlA 35U.S.C. 102(b) statutory bar. Id. at 1129,
72 USPQ2d at 1041. Although the court agreed with
the Board that foreign salesmay enable an otherwise
non-enabling printed publication, the case was
remanded for additional fact-finding in order to
determine if the foreign sales of the plant were
known to be accessible to the skilled artisan and if
the skilled artisan could have reproduced the plant
asexually after obtaining it without undue
experimentation. 1d. at 1131, 72 USPQ2d at 1043.

2121.04 Apparatusand Articles— What
Constitutes Enabling Prior Art [R-08.2012]

PICTURESMAY CONSTITUTE AN
“ENABLING DISCLOSURE”

Pictures and drawings may be sufficiently enabling
to put the public in the possession of the article
pictured. Therefore, such an enabling picture may
be used to reject claims to the article. However, the
picture must show all the claimed structural features
and how they are put together. Jockmus v. Leviton,
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28 F.2d 812 (2d Cir. 1928). See also MPEP § 2125
for adiscussion of drawings as prior art.

2122 Discussion of Utility in the Prior Art
[R-08.2012]

UTILITY NEED NOT BE DISCLOSED IN
REFERENCE

In order to congtitute anticipatory prior art, a
reference must identically disclose the claimed
compound, but no utility need be disclosed by the
reference. Inre Schoenwald, 964 F.2d 1122, 1124,
22 USPQ2d 1671, 1673 (Fed. Cir. 1992) (The
application claimed compounds used in ophthalmic
compositions to treat dry eye syndrome. The
examiner found a printed publication which
disclosed the claimed compound but did not disclose
a use for the compound. The court found that the
claim was anticipated since the compound and a
process of making it was taught by the reference.
The court explained that “no utility need be disclosed
for areferenceto beanticipatory of aclaimtoanold
compound.” It isenough that the claimed compound
is taught by the reference.). See also Impax Labs.
Inc. v. Aventis Pharm. Inc., 468 F.3d 1366, 1383, 8
USPQ2d 1001, 1013 (Fed. Cir. 2006) (“[P]roof of
efficacy is not required for a prior art reference to
be enabling for purposes of anticipation.”).

2123 Rejection Over Prior Art’s Broad
Disclosurel nstead of Preferred Embodiments
[R-08.2012]

|. PATENTSARE RELEVANT ASPRIORART
FORALL THEY CONTAIN

“The use of patents as references is not limited to
what the patentees describe as their own inventions
or to the problems with which they are concerned.
They are part of the literature of the art, relevant for
al they contain” In re Heck, 699 F2d 1331,
1332-33, 216 USPQ 1038, 1039 (Fed. Cir. 1983)
(quoting InreLemelson, 397 F.2d 1006, 1009, 158
USPQ 275, 277 (CCPA 1968)).

A reference may berelied upon for all that it would
have reasonably suggested to one having ordinary
skill the art, including nonpreferred embodiments.
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Merck & Co. v. Biocraft Laboratories, 874 F.2d
804, 10 USPQ2d 1843 (Fed. Cir.), cert. denied, 493
U.S. 975 (1989). See also Upsher-Smith Labs. v.
Pamlab, LLC, 412 F.3d 1319, 1323, 75 USPQ2d
1213, 1215 (Fed. Cir. 2005) (reference disclosing
optional inclusion of a particular component teaches
compositions that both do and do not contain that
component);  Celeritas Technologies Ltd. w.
Rockwell International Corp., 150 F.3d 1354, 1361,
47 USPQ2d 1516, 1522-23 (Fed. Cir. 1998) (The
court held that the prior art anticipated the claims
even though it taught away from the claimed
invention. “The fact that a modem with a single
carrier data signal is shown to be less than optimal
does not vitiate the fact that it is disclosed.”).

See also MPEP § 2131.05 and § 2145, subsection
X.D., which discuss prior art that teaches away from
the claimed invention in the context of anticipation
and obviousness, respectively.

I1. NONPREFERRED AND ALTERNATIVE
EMBODIMENTSCONSTITUTE PRIOR ART

Disclosed examples and preferred embodiments do
not congtitute a teaching away from a broader
disclosure or nonpreferred embodiments. InreSusi,
440 F2d 442, 169 USPQ 423 (CCPA 1971). “A
known or obvious composition does not become
patentable simply because it has been described as
somewhat inferior to some other product for the
same use” In re Gurley, 27 F.3d 551, 554, 31
USPQ2d 1130, 1132 (Fed. Cir. 1994) (Theinvention
was directed to an epoxy impregnated
fiber-reinforced printed circuit material. The applied
prior art reference taught a printed circuit material
similar to that of the claims but impregnated with
polyester-imide resin instead of epoxy. The
reference, however, disclosed that epoxy was known
for this use, but that epoxy impregnated circuit
boards have “relatively acceptable dimensional
stability” and “some degree of flexibility,” but are
inferior to circuit boards impregnated with
polyester-imideresins. The court upheld theregjection
concluding that applicant's argument that the
reference teaches away from using epoxy was
insufficient to overcome the rejection since “ Gurley
asserted no discovery beyond what was known in
the art” Id. at 554, 31 USPQ2d at 1132)).
Furthermore, “[t]he prior art’s mere disclosure of
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more than one alternative does not constitute a
teaching away from any of these alternatives because
such disclosure does not criticize, discredit, or
otherwise discourage the solution claimed....” In
re Fulton, 391 F.3d 1195, 1201, 73 USPQ2d 1141,
1146 (Fed. Cir. 2004).

2124 Exception totheRuleThat theCritical
Reference Date M ust PrecedetheFiling Date
[R-11.2013]

IN SOME CIRCUMSTANCESA FACTUAL
REFERENCE NEED NOT ANTEDATE THE
FILING DATE

In certain circumstances, references cited to show a
universal fact need not be available as prior art
before applicant’sfiling date. InreWlson, 311 F.2d
266, 135 USPQ 442 (CCPA 1962). Such facts
include the characteristics and properties of a
material or a scientific truism. Some specific
examplesinwhich later publications showing factual
evidence can be cited include situations where the
facts shown in the reference are evidence “that, as
of an application’sfiling date, undue experimentation
would have been required, Inre Corneil, 347 F.2d
563, 568, 145 USPQ 702, 705 (CCPA 1965), or that
a parameter absent from the claims was or was not
critical, In re Rainer, 305 F.2d 505, 507 n.3, 134
USPQ 343, 345n.3 (CCPA 1962), or that astatement
in the specification wasinaccurate, 1nre Marzocchi,
439 F.2d 220, 223 n.4, 169 USPQ 367, 370 n.4
(CCPA 1971), or that the invention was inoperative
or lacked utility, InreLanger, 503 F.2d 1380, 1391,
183 USPQ 288, 297 (CCPA 1974), or that aclaim
wasindefinite, InreGlass, 492 F.2d 1228,1232 n.6,
181 USPQ 31, 34 n.6 (CCPA 1974), or that
characteristics of prior art products were known, In
re Wilson, 311 F.2d 266, 135 USPQ 442 (CCPA
1962).” In re Koller, 613 F2d 819, 823 n.5,
204 USPQ 702, 706 n.5 (CCPA 1980) (quoting In
re Hogan, 559 F.2d 595, 605 n.17, 194 USPQ 527,
537 n.17 (CCPA 1977) (emphasis in original)).
However, it is impermissible to use a later factua
reference to determine whether the application is
enabled or described as required under 35 U.S.C.
112(a) or pre-AlA 35 U.S.C. 112, first paragraph.

In re Koller, 613 F.2d 819, 823 n. 5, 204 USPQ
702, 706 n.5 (CCPA 1980). References which do
not qualify as prior art because they postdate the
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claimed invention may be relied upon to show the
level of ordinary skill intheart at or around thetime
theinvention was made. Ex parte Erlich, 22 USPQ
1463 (Bd. Pat. App. & Inter. 1992).

2124.01 Tax Strategies Deemed Within the
Prior Art [R-08.2012]

[Editor Note: This MPEP section is applicable to
applications subject to the first inventor to file
(FITF) provisions of the Al A except that the rel evant
date is the "effective filing date" of the claimed
invention instead of the "time of the invention,”
which is only applicable to applications subject to
pre-AlA 35 U.S.C. 102. See 35 U.S.C. 100 (note)
and MPEP § 2150 et seq.]

. OVERVIEW

The Leahy-Smith America Invents Act (AlA),
Public Law 112-29, sec. 14, 125 Stat. 284
(September 16, 2011) provides that for purposes of
evaluating an invention for novelty and
nonobviousness under 35 U.S.C. 102 and 35 U.S.C.
103, any strategy for reducing, avoiding, or deferring
tax liability (hereinafter "tax strategy"), whether
known or unknown at the time of the invention or
application for patent, shall be deemed insufficient
to differentiate a claimed invention from the prior
art. As aresult, applicants will no longer be able to
rely on the novelty or non-obviousness of a tax
strategy embodied intheir claimsto distinguish them
from the prior art. Any tax strategy will be
considered indistinguishable from all other publicly
available information that is relevant to a patent’s
claim of originality. This provision aimsto keep the
ability tointerpret the tax law and to implement such
interpretation in the public domain, available to all
taxpayers and their advisors.

The term "tax liability" is defined for purposes of
this provision as referring to any liability for a tax
under any Federal, State, or local law, or the law of
any foreign jurisdiction, including any statute, rule,
regulation, or ordinance that levies, imposes, or
assesses such tax liability.

There are two exclusionsto this provision. Thefirst
isthat the provision does not apply to that part of an
invention that is a method, apparatus, technology,
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computer program product, or system, that is used
solely for preparing atax or information return or
other tax filing, including onethat records, transmits,
transfers, or organizes data related to such filing.

The second is that the provision does not apply to
that part of an invention that is amethod, apparatus,
technology, computer program product, or system,
that is used solely for financial management, to the
extent that it is severable from any tax strategy or
does not limit the use of any tax strategy by any
taxpayer or tax advisor.

This provision took effect on September 16, 2011,
and appliesto any patent application that is pending
on, or filed on or after, September 16, 2011, and to
any patent issued on or after September 16, 2011.
Accordingly, this provision will apply in a
reexamination or other post-grant proceeding only
to patents issued on or after September 16, 2011.

[I. EXAMINATION GUIDANCE FOR CLAIMS
RELATING TO TAX STRATEGIES

The following procedure should be followed when
examining claims relating to tax strategies.

1. Construethe claim in accordance with M PEP
§ 2111 et seq.

2. Analyze the claim for compliance with 35
U.S.C. 101 and 112 in accordance with current
guidance, which is unaffected by this provision.

3. ldentify any limitations relating to a tax
strategy, as defined above (note the listed
exclusons). a. Inventionsthat fall within the scope
of AIA section 14 include those tax strategies
especially suitablefor use with tax-favored structures
that must meet certain requirements, such as
employee benefit plans, tax-exempt organizations,
or other entities that must be structured or operated
in a particular manner to obtain certain tax
consequences.

b. Thus, Al A section 14 appliesif the effect
of aninventionisto aid in satisfying the qualification
requirements for adesired tax-favored entity status,
to take advantage of the specific tax benefits offered
in a tax-favored structure, or to alow for tax
reduction, avoidance, or deferra not otherwise
automatically available in such entity or structure.

4. Evauate the claim in view of the prior art
under 35 U.S.C. 102 and 103, treating any
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limitations relating to atax strategy as being within
the prior art, and not as a patentable difference
between the claim and the prior art. This approach
is analogous to the treatment of printed matter
limitations in a claim as discussed at MPEP_§
2112.01, subsection I11. Form paragraph 7.06 may
be used to indicate claim limitation(s) interpreted as
atax strategy. See MPEP § 706.02(m) .

1. EXAMPLESDIRECTED TO
COMPUTER-IMPLEMENTED METHODS

A computer-implemented method that is deemed
novel and non-obviouswould not be affected by this
provision even if used for a tax purpose. For
example, a nove and non-obvious
computer-implemented method for manipulating
data would not be affected by this provision even if
the method organized data for a future tax filing.
However, aprior art computer-implemented method
would not become non-obvious by implementing a
novel and non-obvious tax strategy. That is, the
presence of limitations relating to the tax strategy
would not cause aclaim that is otherwise within the
prior art to become novel or non-obvious over the
prior art.

Thus, for purposes of applying at to a
software-related invention under 35 U.S.C. 102 and
35 U.S.C. 103, claim limitations that are directed
solely to enabling individuals to file their income
tax returns or assisting them with managing their
finances should be given patentable weight, except
that claim limitations directed to a tax strategy
should not be given patentable weight.

2125 DrawingsasPrior Art [R-08.2012]
DRAWINGS CAN BE USED ASPRIOR ART

Drawings and pictures can anticipate claims if they
clearly show the structure which is claimed. Inre
Mraz, 455 F.2d 1069, 173 USPQ 25 (CCPA 1972).
However, the picture must show all the claimed
structural features and how they are put together.
Jockmusv. Leviton, 28 F.2d 812 (2d Cir. 1928). The
origin of the drawing is immaterial. For instance,
drawingsin a design patent can anticipate or make
obvious the claimed invention as can drawings in
utility patents. When thereferenceisadutility patent,
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it does not matter that the feature shown is
unintended or unexplained in the specification. The
drawings must be evaluated for what they reasonably
disclose and suggest to one of ordinary skill in the
art. Inre Adanian, 590 F.2d 911, 200 USPQ 500
(CCPA 1979). See MPEP_§ 2121.04 for more
information on prior art drawings as “enabled
disclosures”

PROPORTIONS OF FEATURESIN A
DRAWINGARE NOT EVIDENCE OFACTUAL
PROPORTIONSWHEN DRAWINGSARE NOT
TO SCALE

When the reference does not disclose that the
drawings areto scale and is silent asto dimensions,
arguments based on measurement of the drawing
features are of little value. See

Hockerson-Halberstadt, Inc. v. Avia Group Int’l,
222 F.3d 951, 956, 55 USPQ2d 1487, 1491 (Fed.
Cir. 2000) (The disclosure gave no indication that
the drawings were drawn to scale. “[I]t is well
established that patent drawings do not define the
precise proportions of the elements and may not be
relied on to show particular sizesif the specification
is completely silent on the issue”). However, the
description of the article pictured can be relied on,
in combination with the drawings, for what they
would reasonably teach one of ordinary skill in the
art. In re Wright, 569 F.2d 1124, 193 USPQ 332
(CCPA 1977) (“We disagree with the Solicitor's
conclusion, reached by a comparison of the relative
dimensions of appellant’'s and Bauer’s drawing
figures, that Bauer ‘clearly points to the use of a
chimelength of roughly 1/2 to 1 inch for awhiskey
barrel. This ignores the fact that Bauer does not
disclose that his drawings are to scale. ... However,
we agree with the Solicitor that Bauer’s teaching
that whiskey losses are influenced by the distance
the liquor needs to ‘traverse the pores of the wood’
(albeit in reference to the thickness of the
barrelhead)” would have suggested the desirability
of anincreased chimelength to one of ordinary skill
in the art bent on further reducing whiskey losses.”
569 F.2d at 1127, 193 USPQ at 335-36.)

2126 Availability of a Document asa
“Patent” for Purposesof Regjection Under 35
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U.S.C. 102(a) or Pre-AlA 35 U.S.C. 102(a),
(b), and (d) [R-11.2013]

I. THENAME “PATENT” ALONE DOESNOT
MAKE A DOCUMENT AVAILABLE ASA
PRIOR ART PATENT UNDER 35 U.S.C. 102(a)
or Pre-AlA 35U.S.C. 102(a) OR (b)

What aforeign country designatesto be apatent may
not be a patent for purposes of rejection under 35
U.S.C. 102(a) or pre-AlA 35 U.S.C. 102(a) and
(b); it is the substance of the rights conferred and
the way information within the“ patent” is controlled
that isdeterminative. Inre Ekenstam, 256 F.2d 321,
118 USPQ 349 (CCPA 1958). See the next
subsection for further explanation with respect to
when a document can be applied in arejection as a
“patent” See MPEP_§ 2135.01 for a further
discussion of the use of “patents’ in pre-AlA 35

U.S.C. 102(d) rejections.

Il. A SECRET PATENT ISNOT AVAILABLE
ASA REFERENCE UNDER 35 U.S.C. 102(a) or
Pre-AlA 35U.S.C. 102(a) or (b) UNTIL IT IS
AVAILABLE TO THE PUBLIC BUT IT MAY
BE AVAILABLE UNDER Pre-AlA 35 U.S.C.
102(d) AS OF GRANT DATE

Secret patents are defined as patents which are
insufficiently accessible to the public to constitute
“printed publications” Decisions on the issue of
what is sufficiently accessible to be a “printed
publication” are located in M PEP § 2128 - M PEP
§2128.01.

Even if a patent grants an exclusionary right (is
enforceable), it isnot available as prior art under 35
U.S.C. 102(a) or pre-AlA 35 U.S.C. 102(a) or (b)
if it is secret or private. In re Carlson, 983 F.2d
1032, 1037, 25 USPQ2d 1207, 1211 (Fed. Cir.
1992). The document must be at least minimally
available to the public to constitute prior art. The
patent is sufficiently available to the public for the
purposes of 35 U.S.C. 102(a) or pre-AlA 35U.S.C.
102(a) or (b) if itislaid open for public inspection
or disseminated in printed form. See, eg., Inre
Carlson, 983 F.2d at 1037, 25 USPQ2d at 1211 (“We
recognize that Geschmacksmuster on display for
public view in remote cities in afar-away land may
create a burden of discovery for one without the
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time, desire, or resourcesto journey therein person
or by agent to observe that which was registered
under German law. Such a burden, however, is by
law imposed upon the hypothetica person of
ordinary skill in the art who is charged with
knowledge of all contents of the relevant prior art.”).
The date that the patent is made available to the
publicisthedateitisavailableasa35 U.S.C. 102(a)
or pre-AlA 35 U.S.C. 102(a) or (b) reference. In
re Ekenstam, 256 F.2d 321, 118 USPQ 349 (CCPA
1958). But a period of secrecy after granting the
patent has been held to have no effect in connection
with pre-AlA 35 U.S.C. 102(d). These patents are
usableinrgectionsunder pre-AlA 35 U.S.C. 102(d)
as of the date patent rights are granted. In re
Kathawala, 9 F.3d 942, 946, 28 USPQ2d 1789,
1788-89 (Fed. Cir. 1993). See MPEP § 2135 -
MPEP §2135.01 for moreinformation on pre-AlA
35 U.S.C. 102(d).

2126.01 Date of Availability of a Patent asa
Reference [R-11.2013]

DATE FOREIGN PATENT ISEFFECTIVE AS
A REFERENCE ISUSUALLY THE DATE
PATENT RIGHTSARE FORMALLY
AWARDED TO ITSAPPLICANT

The date the patent is available as a reference is
generally the date that the patent becomes
enforceable. This date is the date the sovereign
formally bestows patents rights to the applicant. In
re Monks, 588 F.2d 308, 200 USPQ 129 (CCPA
1978). There is an exception to this rule when the
patent is secret as of the date the rights are awarded.

In re Ekenstam, 256 F.2d 321, 118 USPQ 349
(CCPA 1958).

Note that MPEP § 901.05 summarizes in tabular
form dates of patenting for many foreign patents.
For alist of cases that discuss the date of patenting
countries for purposes of pre-AlA 35 U.S.C. 102
in particular, see Chisum, Patents 8§ 3.06[4] n.2.

2126.02 Scope of Reference’ s Disclosure
Which Can Be Used to Rgject ClaimsWhen
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the Referencelsa“ Patent” but Not a
“Publication” [R-11.2013]

OFTEN UNCLAIMED DETAILSFOUND IN
THE PATENT SPECIFICATION CAN BE
RELIED ON EVEN IF PATENT ISSECRET

When the patented document is used as a patent and
not as a publication, the examiner is not restricted
to the information conveyed by the patent claims
but may use any information provided in the
specification which relates to the subject matter of
the patented claims when making a rejection under
35 U.S.C. 102(a) or pre-AlA 35 U.S.C. 102(a), (b)
or (d). Ex parte Ovist, 152 USPQ 709, 710 (Bd.
App. 1963) (The claim of an Italian patent was
generic and thus embraced the species disclosed in
the examples, the Board added that the entire
specification was germane to the claimed invention
and upheld the examiner’'s pre-AlA 35 U.S.C.
102(b) rejection.); Inre Kathawala, 9 F.3d 942, 28
USPQ2d 1785 (Fed. Cir. 1993) (The claims at issue
where rejected under pre-AlA 35 U.S.C. 102(d) by
applicant’s own parent applications in Greece and
Spain. The applicant argued that the “invention ...
patented in Spain was not the same ‘invention’
claimedinthe U.S. application because the Spanish
patent claimed processes for making [compounds
for inhibition of cholesterol biosynthesis] and claims
1 and 2 were directed to the compounds themsel ves.”
Id. at 944, 28 USPQ2d at 1786. The Federa Circuit
held that “when an applicant files a foreign
application fully disclosing hisinvention and having
the potential to claim his invention in a number of
ways, the reference in section 102(d) to ‘invention
... patented’ necessarily includesall disclosed aspects
of the invention.” Id. at 945-46, 28 USPQ2d at
1789.).

Notethat InreFuge, 272 F.2d 954, 957, 124 USPQ
105, 107 (CCPA 1959), does not conflict with the
above decisions. This decision simply states “that,
a the least, the scope of the patent embraces
everything included in the [clam].” (emphasis
added).

The courts have interpreted the phrase “invention ...
patented” in pre-AlA 35 U.S.C. 102(a), (b), and
(d) the same way and have cited decisions without
regard to which of these subsections of pre-AlA 35
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U.S.C. 102 was at issue in the particular case at
hand. Therefore, it does not seem to matter to which
subsection of pre-AlA 35 U.S.C. 102 the cases are
directed; the court decisions are interchangeable as
to thisissue.

2127 Domestic and Foreign Patent
Applicationsas Prior Art [R-11.2013]

I. ABANDONED APPLICATIONS,
INCLUDING PROVISIONAL APPLICATIONS

Abandoned Applications Disclosed to the Public
Can BeUsed asPrior Art

“An abandoned patent application may become
evidence of prior art only when it has been
appropriately disclosed, as, for example, when the
abandoned patent [application] isreference[d] in the
disclosure of another patent, in a publication, or by
voluntary disclosure under [former Defensive
Publication rule] 37 CFR 1.139 [Reserved].” Lee
Pharmaceutical v. Kreps, 577 F.2d 610, 613, 198
USPQ 601, 605 (Sth Cir. 1978). An abandoned
patent application becomes available as prior art
only as of the date the public gains accessto it. See
37 CFER 1.14(a)(1)(ii) and (iv). However, the subject
matter of an abandoned application, including both
provisiona and nonprovisional applications, referred
toinaprior art U.S. patent or U.S. patent application
publication may be relied on in a 35 U.S.C.
102(a)(2) or pre-AlA 35 U.S.C. 102(e) rejection
based on that patent or patent application publication
if the disclosure of the abandoned application is
actually included or incorporated by referencein the
patent. Compare InreLund, 376 F.2d 982, 991, 153
USPQ 625, 633 (CCPA 1967) (The court reversed
a reection over a patent which was a
continuation-in-part of an abandoned application.
Applicant’sfiling date preceded theissue date of the
patent reference. The abandoned application
contained subject matter which was essential to the
rejection but which was not carried over into the
continuation-in-part. The court held that the subject
matter of the abandoned application was not
availableto the public as of either the parent’sor the
child's filing dates and thus could not be relied on
in the pre-AlA 35 U.S.C. 102(€) rejection.). See
aso MPEP § 901.02. See MPEP_§ 2136.02 and
MPEP § 2136.03 for the 35 U.S.C. 102(e) date of
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aU.S. patent claiming priority under 35 U.S.C. 119
or 35 U.S.C. 120. See MPEP 8§ 2154 for prior art
under 35 U.S.C. 102(a)(2).

1. APPLICATIONSWHICH HAVE ISSUED
ASPATENTS

A. A 35U.S.C. 102(a)(2) or Pre-AlA 35 U.S.C.
102(e) Rejection Cannot Rely on Matter Which
Was Canceled from the Application and Thus
Did Not Get Published in the | ssued Patent

Canceled matter in the application file of a U.S.
patent cannot be relied upon in arejection under 35
U.S.C. 102(a)(2) or pre-AlA 35 U.S.C. 102(e). Ex
Parte Stalego, 154 USPQ 52, 53 (Bd. App. 1966).
The canceled matter only becomes available as prior
art as of the date the application issuesinto a patent
since this is the date the application file history
becomes available to the public. In re Lund, 376
F.2d 982, 153 USPQ 625 (CCPA 1967). However,
as discussed below, such matter may be available as
prior art under 35 U.S.C. 102(a)(2) or pre-AlA 35
U.S.C. 102(b). For more information on available
prior art for use in pre-AlA 35 U.S.C. 102(e)
rejections see MPEP § 2136.02. For more
information on available prior art for use in 35
U.S.C. 102(a)(2) rejections see MPEP _§ 2154 et

Seq.

B. A 35U.S.C. 102(a)(1) or Pre-AlA 35 U.S.C.
102(b) Rejection Over a Published Application
May Rely on Information that Was Canceled
Prior to Publication

Figures that had been canceled from a Canadian
patent application beforeissuance of the patent were
available as prior art under pre-AlA 35 U.S.C.
102(b) as of the date the application became publicly
accessible. The patent at issue and its underlying
application were available for public inspection at
the Canadian Patent Office more than one year
before the effective filing date of the patentsin suit.

Bruckelmyer v. Ground Heaters, Inc., 445 F.3d
1374, 78 USPQ2d 1684 (Fed. Cir. 2006).
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[I1. FOREIGN APPLICATIONS OPEN FOR
PUBLIC INSPECTION (LAID OPEN
APPLICATIONYS)

Laid Open Applications May Constitute
“Published” Documents

When the specification is not issued in printed form
but is announced in an officia journal and anyone
can inspect or obtain copies, it is sufficiently
accessibleto the public to constitute a“ publication”
within the meaning of 35 U.S.C. 102(a)(1) or
pre-AlA 35U.S.C. 102(a) and (b). See InreWyer,
655 F.2d 221, 210 USPQ 790 (CCPA 1981).

Older cases have held that laid open patent
applications are not “published” and cannot
constitute prior art. Ex parteHaller, 103 USPQ 332
(Bd. App. 1953). However, whether or not a
document is “published” for the purposes of 35
U.S.C. 102 and 35 U.S.C. 103 depends on how
accessible the document is to the public. As
technology has made reproduction of documents
easier, the accessibility of thelaid open applications
hasincreased. Itemsprovided in easily reproducible
form have thus become* printed publications’ asthe
phrase is used in 35 U.S.C. 102. In re Wyer, 655
F.2d 221, 226, 210 USPQ 790, 794 (CCPA 1981)
(Laid open Australian patent application held to be
a“printed publication” even though only the abstract
was published because it was laid open for public
ingpection, microfilmed, “diazo copies’ were
distributed to five suboffices having suitable
reproduction equipment and the diazo copies were
availablefor sale.). The contents of aforeign patent
application should not be relied upon as prior art
until the date of publication (i.e., the insertion into
the laid open application) can be confirmed by an
examiner’s review of a copy of the document. See
M PEP § 901.05.

V. PENDING U.S. APPLICATIONS

As specified in 37 CFR 1.14(a), al pending U.S.
applications are preserved in confidence except for
published applications (see aso 35 U.S.C. 122(b)),
reissue applications, and applications in which a
request to open the complete application to
inspection by the public has been granted by the
Office (37 CER 1.11(b)). However, if an application
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that has not been published has an assignee or
inventor in common with the application being
examined, a rejection will be proper in some
circumstances. For instance, when the claims
between the two applications are not independent or
distinct, a provisional double patenting rejection is
made. See MPEP § 804. If the copending
applications differ by at least one inventor and at
least one of the applications would have been
obviousin view of the other, a provisional rejection
over 35 U.S.C. 102(a)(2) or 35 U.S.C. 102(€) or 35
U.S.C. 103 is made when appropriate. See M PEP
8§ 706.02(f)(2), § 706.02(k), § 706.02(1)(1), §
706.02(1)(3) and § 2154.

See MPEP § 706.02(a), § 804 , § 2136 et seq. and
8§ 2154 for information pertaining to rejections
relying on U.S. application publications.

2128 “Printed Publications’ asPrior Art
[R-11.2013]

I. AREFERENCE ISA “PRINTED
PUBLICATION” IFIT ISACCESSIBLE TO
THE PUBLIC

A reference is proven to be a“ printed publication”
“upon a satisfactory showing that such document
has been disseminated or otherwise made available
to the extent that persons interested and ordinarily
skilled in the subject matter or art, exercising
reasonable diligence, can locateit.” InreWyer, 655
F.2d 221, 210 USPQ 790 (CCPA 1981) (quoting
[.C.E. Corp. v. Armco Steel Corp., 250 F. Supp.
738, 743, 148 USPQ 537, 540 (SDNY 1966)) (“We
agreethat ‘ printed publication’ should be approached
as a unitary concept. The traditional dichotomy
between ‘printed” and ‘publication’ is no longer
valid. Given the state of technology in document
duplication, data storage, and dataretrieval systems,
the ‘probability of dissemination’ of an item very
often has little to do with whether or not it is
‘printed’ in the sense of that word when it was
introduced into the patent statutes in 1836. In any
event, interpretation of the words ‘printed’ and
‘publication’ to mean ‘ probability of dissemination’
and ‘public accessibility’ respectively, now seems
to render their usein the phrase‘ printed publication’
somewhat redundant.”) In re\Wyer, 655 F.2d at 226,
210 USPQ at 794.
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Seeaso Carellav. Starlight Archery, 8